Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Dr.Reddy’s ‘_‘:‘.

CERTIFICATE

Vill. Khol, Nalagarh Road, Bacdidi,

Dislt. Solan, H.P,,

173 205, INDIA

Tal: +91 98166 56001-02

OF ANALYSIS

CEPTUOHKAT AHAJIU3A

s (deramddye aom
SAVVLAQTTECTYS.CCIM

Page 10f 10/ Crp. 1 u3 10

Product:

Ibuclin, film-coated tablets, 400 mg + 325 mg
\Hpoayxt: Moykann®, Tab/eTKH, NOKPBITHIE IJIEHOYHOIT 0605104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusa No % V2402361 Ob6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002731285 Date of Analysis / - 21.11.2024

AHanuTHYecKHi oTueT Ne JlaTa aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IlponssoacTBeHHas! : MNB/05/263 ) JITI-Ne(003654)-(PI'-RU)
Homep PY

gunen3uns Ne

Analysis performe(i accorang ND: / Anaau3 npoeaed no HJI: JIII-Ne(003654)-(PI-RU)-101123

Ne |Test/ MokazaTenn

Results/ PesyabTaTs!

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyJJoBUIHON (HOpMBI, IOKPBIThIE
TUIEHOYHOH 000J104KOIl OpaHXXeBOro
L[BETa, C PUCKON Ha ONHOH CTOPOHE;
Ha MOTIEPEYHOM pa3pese — Aapo
OeJIoro nBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyJloBUIHON
(hopMbl, MOKPBITHE TIIEHOUHOH 000JI0UKOH
OPaH>KEBOT0 LIBETA, C PUCKOM HA OJHOM CTOPOHE;
Ha NMOMEPEYHOM paspese — sApo 6enoro Wiu
noyTH 6enoro LBeTa.

Remarks :

The Product conforms to ND/
ITpumeuyanue: Hponykt coorsercTByeT TpeboBanusm HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Mapager/Executive

[Tonrorosneno: Santosh Kumar | [IpoeepeHo: Pawan Kumar /OnobpeHo: Meneyukep /

Maurya &\ ”X PykosoauTens A'1 hishek Chaﬁnan
e \ B

Reprint Date: Reprint Date: Reprint Date: \

Hara: 21.11.2024 Hata: 21.11.2024 Hara: 21.11.2024

Registered Oifice: 8-2-337, Road N

Tl 401 40 1200 2900, Fax;
Citd: LER198APAL
A Gieddys

5.CON

o. 2, Banjarz Hills, Hyderabad -
G140 49006 2999, Email: mail@drreddys.ccm
PLCCOAS0T

500024, Telangana, india




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories |td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bz cidi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 2 of 10/ C1p. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykaun®, Ta6aeTKH, NOKPHITHIE IUIEHOYHOI 060104K0it, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne + V2402381 Oobbem cepun " 800000.0 Tad

Analytical Repourt No/ - 040002731285 Date of Analysis / . 91.11.2024

AHasnTHYecKHnii oTyeT Ne Jarta anajn3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa DpoH3BOJACTBA I'open oo

Mfg. License No. / .

T T pp— - MNB/05/263 RIS / . JITI-No(003654)-(PT-RU)
Howmep PY

Junen3ns Ne

Analysis performed according ND: / Anann3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /

IMoauHHOCTDH

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa yAepKHBaHHs OCHOBHBIX THKOB Ha
XpOMAaTOrpaMMe UCMBITYEMOTO PACTBOPA AOJIKHBL
COOTBETCTBOBATH BpEeMEHaM Y/epXXBaHNs TTHKOB
Ha XpoMaTorpaMMe pacTBopa CTaHJapTHBIX
obpasuoe ubynpodeHa n napaueramona (pasgaen
«KonuuecTBeHHOE OTNpeie/icHUE)

Average tablets weight /
Cpennsasa macca Tab/ieToK

970.7 mg / 970.7 mr

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 MI
(970,0 mr = 3,0 %)

mg

J0 999.1 MT

Disintegration /
Pacnmagaemoctnb

07 min 05 sec / 07 muH 05 cek

Not more than 30 min /
He 6osiee 30 Mmun

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpebOoBaHUAM HJI

Opinion : APPROVED
Jaxkarouenue: Of],OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
I[Toaroroeneno: Santosh Kymar | [Iposepeno: Pawan Kumar /OnobpeHo: MeHgmxep /

Maurya ' \’ Pykosoautens Abhishek C he\.lhan
Reprint Date: Reprint Date: Reprint Date: - A
Hara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8

Tel: +91 4G 450T 290938, F:

om N,

357, Road Mo 3, Banjar

wavwdrreddys .com

o Hills, Hyderabad - 500024, Telangana, india
G0 2999, Emait: mail@dn eddys.com
$PLC00ARGT




Dr. Reddy's Laboratories itd.
Formulation Unit-6

®e
Dr. Reddy’s q‘... Vill. Khol, Nalagarh Road, Badid,

Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

v drroddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 3 of 10/ CTp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: H6ykaun®, Ta6eTKH, NOKPbITHIE IIEHOYHOI 060/104KO#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepns Ne + V2402381 O6nem cepuu " 800000.0 Tab
Analytical Repourt No/ . 040002731285 Date of Analysis / - 91.11.2024

| AHaJIHTHYECKHUH oT4yeT No JlaTa aHaan3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa Ipou3BOACTBA I'ogen no
Mfg. License No. / .
HpousBoacTRenHas . MNB/05/263 prasHumbe . JIII-Ne(003654)-(PT-RU)

Homep PY

JuueH3us Ne

Analysis performed according ND: / Anasn3 npoeeaen no HJI: JINI-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3Hi30, (ibuprofen)
PacrBopenue after 30 min/
97 % to 103% He menee 70 % (Q) Ci3Hi1302 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /
100 % to 105% He menee 70 % (Q) CsHoNO; (nmapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusim HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToxrotosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ono6peHo: Menjemiep /

Maurya QS __.&'." PykoBoautens Abhishek Chau\an
Reprint Date: Reprint Date: Reprint Date: \
Jarta: 21.11.2024 Hara: 21.11.2024 Jara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 500024, Teiangana, india
Tel: +21 40 4300 2900, Fox: +81 40 29CH 2009, Email: mail@drreddys.com
Chi LO5AP1OTGPLC00ASDT

v chra gy ¢
rww.direddys.com




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories {1d.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 98166 56001-02

v drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page 4 of 10/ Ctp.4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: MGykann®, Ta6eTKH, NOKPBITbIE NUIEHOYHOli 000104K0#, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccug

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne - V2402381 O6bem cepuu " 800000.0 Tab

Analytical RepOj’t No/ - 040002731285 Date of Analysis / - 91.11.2024

AHANHTHYECKHI oTUeT Ne JlaTa aHasiu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa mpoH3BOACTBA T'onen no

Mfg. License No. / .

TponsBoncTRenuAs - MNB/05/263 g osnumber: / - JITI-Ne(003654)~(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performea according ND: / Anajus l'lpOB_elIeH mo HJT: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacTBenHble NpHMecH than 0.005% /
Method 1/ Metog 1 4-amuHodeHon (NpuMech Napaueramona) He
| 6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hivxe nopora paracetamol) - not more than 0.3% /
SRR Jobas equHuYHas mpuMech (ubynpodeHa WiIH
napaneramorna) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1+ Meton
0.0005% 2) He boniee 0,7 %
7 |Water / Boga 1.7 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
Tloaroropneno: Santosh Kumar | ITposepeno: Pawan Kumar
Maurya 4

Approved by: Mnager/Executive
/Opobpeno: Mengukep /
PykoBomutens Abhishek Chauhan

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Registered Office: 8-2-237, Road No 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Teb: +01 4041900 2900, Fax: =91 40 2900 2999, Email: mail@drreddys.com

Cinl

: L853954P1984PLCO0ARNT
e drreddys.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, iNDIA
Tel 1 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Iponykr: H6ykaun®, Ta6eTKH, NOKPLITLIE IIEHOYHOIT 060s104K0ii, 400 Mr + 325 Mr

Market/ PoiHox :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne V2402381 O0bem cepuu " 800000.0 Tad

Analytical Repo:‘t No/ - 040002731285 Date of Analysis / - 21.11.2024
AHaJlMTHYECKRnii oTyeT Ne JlaTa aHaau3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npousBoacTBa Tonen no

Mfg. License No. / MA number: /

IpouzBoacTBeHHAsA : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PI'-RU)

JuueH3ud Ne

Analysis performed according ND: / Anaans nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OIHOpPOIHOCTh
J03HPOBAHMA

- ibuprofen / ubynpodex

- paracetamol /
apaueTamol

1.6

1.5

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npueMaeMocTd (AV) nomkeH
ObITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /IToxazaTens npuemneMoctd (AV) 1omxeH
ObITH He Honee 15,0

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTBeTcTBYET TpeboBanuam H/I

Opinion : APPROVED
3akaroyeHHe: O}IOBPEHO

Prepared by /

f

Maurya \}\

[Moarorosneno: Santosh Kumar

Checked by /

[IpoeepeHo: Pawan Kumar

]

Approved by: Manager/Executive
/Onobpeno: Mengmxep /
PykoBoauTens A\ lnshek Ch uhan

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Registarced Office: §-2-337, Road Mo. 2, Banjaia Hills, Hyderabad - 500024, Telangana, india
Tol: 481 40 9200 2900 Fax: =61 40 4900 2999, E“' |l mm'Odnnddy .CoIN
CIN: LSEIUSAPLISQ4PLCC0450

wdrreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi
Distt. Solan, H.P., 173 205, INIDIA
Tol: +91 98166 56001-02

P TV LN W Py g R U —~
WWW. A euuys.coim

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Mykanu®, TabaeTku, NOKPbITHIE MIeHOYHOH 060s10uKoii, 400 Mr + 325 Mr

Market/ PoIHOK :Russia / Poccus
Batch No / _ Batch Quantity / ~800000.0 tab/
Cepust Ne - V2402381 Oobem cepun " 800000.0 Tab
Analytical RepOft No/ - 040002731285 Date of Analysis / - 91.11.2024
AHaanTudeckHii oTyer No JlaTa aHaJH3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa mpon3BoacTBa TI'open no
Mfg. License No. / MA number: /
IIpou3BoacTBEeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY
| THLEeH3Hs Ne S

AnalySis performed according ND: / Anann3 nposegen no HJI: JIIT-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpo6HoJiora4ecKas
yHcrora*

a) Total aerobic microbial
count / Obliee yucio
a’pOOHBIX
MHKPOOPraHu3MOB

b) Total combined yeasts
and mould count / O61iee
YHCII0 IPOXKIKEBBIX H
TUIECHEBBIX TpHOOB

¢) E. coli

NA Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

NA Not more than 100 CFU/g/
He 6onee 100 KOE/r

NA Shall be absent in 1g / OtcyrcTBUE
Ir

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeyanue: [Ipoaykt coorBeTcTBYET TpebosanuaM HJI

3aknouenue: OJI

BPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya @5

P SRS

Checked by /

Approved by: Manager/Executive

[Iposepeno: Pawan Kumar

/Ono6peno: Meunemkep /
Pykosoautens Abhishek Chah{mn
{

Reprint Date:
Hata: 21.11.2024

Reprint Date:

Jara: 21.11.2024

Reprint Date: L
Jara: 21.11.2024

Registered Office: 8-2-337, load Mo 2, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: 491 40 4200 2300, Fax

4
25/ 34PLC004507

A o, Ll g Bl
VAL AITeQays.cam

CIn:

100 2999, Email: mail@drraddys.com




Dr.Reddy’s €&

Dr. Reddy's Laboratories (1d.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidi,
Distt. Soian, H.P., 173 205, INDIA
Tal: +91 98166 56001-02

R I e e LV Il et T
A L B e

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 7 of 10 / Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykaun®, Ta6eTKH, MOKPBIThIE IIEHOYHOH 000104K0MH, 400 Mr + 325 mr

Market/ PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepust Neo + V2402381 O6nbem cepun " 800000.0 Tab
Analytical Repourt No/ . 040002731285 Date of Analysis / - 21.11.2024
AHamuTHYecKHI oTyeT No JlaTa ananansa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

| JlaTa mpon3BOACTBA I'ogen no
Mfg. License No. / MA number: /
IIpouszBoacTBeHHAst : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Homep PY

Januen3us Ne o

Analysis performed according ND

: / AnaJu3 nposenes no H: JIII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KosnuecTBeHHOE

onpeaejieHue

402.8 mg/402.8 mr

329.11 mg/329.11 mMr

360.0 to 440.0 mg of Ci;3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr m0 440,0 mr C13H 30, (ubynpoden) B
Tabnerke

292.5 to 357.5 mg of CsHoNO- (paracetamol) per
tablet /

O71292,5 mr g0 357,5 mr CsHoNO; (mapaueramon)
B Tabnerke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabnerox
B [IBX/Al 6auctep. 1o 1 6nuctepy
B Iauky KapTOHHYK) BMeEcTe C

HHCprKL[Heﬁ 110 NPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabaerox B [IBX/Al 6nucrep. Ilo 1, 2 min 20
OJMCTEPOB B TMadKy KapTOHHYIO BMeCTe ¢
HHCTPYKUHMEH 110 MTPUMEHEHHIO.

12 | Labeling / MapxupoBka |According to ND. /B coorserctBiu ¢ HJL.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenne ITpu Temneparype He Bbie 25 °C.
14 | Shelf life / Cpok 5 years/ 5 ner
TOJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumMeuyanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akioyeHHe: OI‘(OBPEHO

Hara: 21.11.2024

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | ITpoeepeHo: Pawan Kumar /OnobpeHo: Mengmkep /

Maurya @ '\,[J-' PykoBomutens Abhishek ChaLe)an
Reprint Date: Reprint Date: Reprint Date: \

Jata: 21.11.2024

Hara: 21.11.2024

Ragistared Offica: 8-2-237, Road Mo 2, B

Tel: 292 40 4200 2500, Fax: +21 40
CiN: Le519 LCo0

v diteddys.com

jnta Hills, Hyderabad - 500024, Telangana, india
2029, Ernall: mail@drraddys.cem

1507




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponykr: M6ykaun®, Ta6aeTKH, NOKPBIThIE NIEHOYHOI 060/104K0if, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne . Ob6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002731285 Date of Analysis / ©21.11.2024

ApanuTHyecKuii oTueT Ne Jata ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BoaCTBA T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 : ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ns Ne -

Analysis performed according ND: / AHaIu3 npoBeaeH

mo HJT: JITI-Ne(003654)-(PI'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IMpumeuanue: CchlUIKH B HOPMATHBHOM TOKyMeHTaUnH npuBejeHsl Ha 'O PO XIV.

* [TpOBOAKTCS IPOU3BOUTENEM MIPH BBINYCKE MEPUOAMHECKU: AN Kaxaoh 20-0i cepun uan He MeHee 1 pasa B
rog. [TokazaTens MOXeT GbITh He BKJIIOUEH B cepTH(hHUKAT aHanu3a GUPMBIL.

API name / HaumenoBanue ADC:

Ibuprofen / Ubynpoden

Paracetamol / [TapaLietamon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepun npouzsoaurens ADC:

1201/23/A-0574

0541/24-25, 0543/24-25

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIMH NPOU3BOAMTENS FEQA00084 FERAO00530, FERA00531
LJid:
Phamil(;);lgclzl??i(;?:lsitzgdlndia / S
API Manufactured by & country / ’ Limited, India / lllpu Kpuiuna
HOJI Kemukanc 31

IIpounseoautens ADC, cTpana:

®dapmackrotikanc Jlumuren,

®dapmaceioTukanc Jlumuren,
Hupus

Wnnus

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akioueHue: OIR_OBPEHO

Prepared by / Checked by / Approved by: Mahager/Executive
[Tonrotosneno: Santosh Kumar | Ilpoeepeno: Pawan Kumar /Ono6peHo: MeHeyvkep /

aurya @; X Pykoromutens A ¢ hishek Cl}fi_\..xlaﬂ
Reprint Date: Reprint Date: Reprint Date:
Jara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 1200 2900, Fax: +61 40 4900 2999, Enail; mail@drreddys.ccm
CH: LS5195AP1984PLCCO4507
www.drreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

®e
) ® , .
Dr‘ Reddy S ‘ .. \/n.ll. Khol, Nalagarh Road, Baddi,
. Distt. Sofan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ C1p. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxt: H6ykaun®, Ta6aeTKH, MOKPBITHIE IIEHOYHOI 060,104K0#, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus ]

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepus Ne + V2402381 O6beM cepuu ' 800000.0 Tab

Analytical Repovrt No/ - 040002731285 Date of Analysis / . 21.11.2024

AHanuTuueckHuii oTyet No JlaTa aHaau3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa mpousBoacTBa I'ogen go

Mfg. License No. / MA number: /

IlpouzBoacTBeHHAsA : MNB/05/263 ) : JII-Ne(003654)-(PT-RU)
Homep PY

JIMLIEH3us Ne -

Analysis performed according ND: / Anasiu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HauMeHoBaHUe, agpec, JHUEH3HS I I-p Peanu’c Jlaboparopuc JIta., Muauns, Iponssoacteennoe
IlpousBoacTBennas niaomanka / Ilnomanka nogpasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bapnu, JIucTpHkT
KOHTpOJIs KadecTBa / ILnomaaka BeIycKa Conan, X.I1., 173205, Uuaus (nuueHsus HoMep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I04eHHe 0 COOTBETCTBHM: «HacTosIMM s MOATBEPXK a0, YTO NMPHUBEJCHHAs Bbillie HHQOPMALUs ABJIAETCA
JIOCTOBEPHOM W TOUHOM. DTa cepus MPOILYKLMY NMpoHM3BesieHa (BKIIOYass YNakoBKY (MapKWMpPOBKY) M KOHTpOJb
KauecTBd) Ha BBIIIEYKa3aHHOH MPOU3BOACTBEHHOH Miomaake (IUIOWAAKAX) B MOJHOM COOTBETCTBHH C
TpeGosanusaMu [IpaBui Halexallel NpoM3BOACTBEHHON NpakTuKH EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa0ps 2022) u Tpe60BaHUAMHU KOHTPOJIS KaYECTBA JIEKApPCTBEHHBIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [TpoaykT cootBeTcTBYET TpeboBaHusM HJI 3akmovenne: UH’QBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

IMoarorosneno: Santosh Kumar | [Ipoepeno: Pawan Kumar /Onobpeno: Menebxep /

Maurya @\ ? Pykoeoautens Abhishek Chauhan
L \ \, -

Reprint Date: Reprint Date: Reprint Date:

Jara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85395AP1584PLC004507
wanwdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 10 of 10 / CTp. 10 13 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Npoayxr: Uoykann®, TabeTKH, NOKPLIThIE MIEHOYHOH 060.104K0i, 400 Mr + 325 mr

IpouszBoacTBeHHas : MNB/05/263
JHIeH3us Ne

Market/ PbiHOK :Russia / Poccust

Batch No / _ Batch Quantity / . 800000.0 tab/
Cepust Ne 3§ Vaapzisl O6bem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002731285 Date of Analysis / . 21.11.2024
AHanmuTudeckuii oTueT Ne JlaTa anaamn3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa npou3BoacTBa TI'onen a0

Mfg. License No. / MA number: /

Homep PY : JIIT-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananns nposeaen no H/L: .JIH-NQ(005654)-(PI‘-RU)-101123

a TAK)Ke B COOTBETCTBHM CO CeUMPUKALUAMHU, COACPKALUUMHUCA B PErUCTPALIMOHHOM JIOChE CTpaHbl-UMIOpTepa.
3arKcH 1o MPoM3BOJCTBY, YIIAKOBKE M aHAJIM3Y POBEPEHbI, 1 yCTAHOBJIGHO UX COOTBETCTBUE TpeGoBaHMsm Ipasun
Hajanexallei MpoU3BOACTBEHHOH NPakTUKU EBPasMICKOro 3KOHOMHUYECKOr0 CO03a».

RemarKks : The Product conforms to ND/
Hpumeyanue: [Ipoaykt cootBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akIo4eHue: OZI\OBPEHO

Prepared by / Checked by / Approved by: Mahager/Executive

IToarorosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /OpobpeHo: MCHA oKep /

Maurya 7 PykoBoautens Abhishek Chaphan
Y A . HRoRa ek Chay

Reprint Date: Reprint Date: . Reprint Date: - \

Hara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-327, Road No 3, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: +91 40 1200 29G0, Fax: +91 40 2900 2929, Email: mall@drraddys.com
CIM: LS5 1954P1934PLCO0AL0T
o drreadys.com




