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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi
Disti. Solan, H.P, 173 205, INDIA
Tal 1 +91 93166 56001-02
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Page 1 0of 10/ Crp. 1 u3 10

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

IIpoayXKr: I/Iﬁymmﬂ®, Ta6]1eTKH, NOKPbIThIE IJIEHOYHOi 000104K0#, 400 Mr + 325 mr

Market / Puinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust No % V2402259 O6bem cepun © 800000.0 Tab

Analytical Repo:‘t No/ - 040002721389 Date of Analysis / ©11.11.2024

AHa/JATHYecKHH oTueT Ne JlaTa aHanu3a

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

JaTa 0pou3BoACTBA T'"opeH 1o

Mfg. License No. / MA number: /

IIpon3zBoacTBeHHAs : MNB/05/263 ’ : JIII-Ne(003654)-(PT'-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Anann3 nposeaed mo HJI: JITI-Ne(003654)-(PI™-RU)-101123

Ne |Test/ Iloxa3atesib Results/ PesyabTaTst

Specification / Hopma

Appearance /

1 |Onucanue
the cross-section. / TabneTku

Ha TOMEPEYHOM paspese — sApo
OeJoro LiBera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KancynoBUAHOH ¢ OpMbl, NOKPHITBIE
MJIeHO4HOM 060J104KO0il OpaH)xeBOro
L[BETa, C PUCKOIl Ha OJJHOMH CTOPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabieTkd KancyJoBUIHON
(OpMBI, MOKPBITHIE MJIEHOYHOH 060JI0UKOH
OpaHXEBOT0 1IBETA, C PUCKOH Ha OIHOM CTOPOHE;
Ha MOIIEPEYHOM paspese — siApo OENoro Uiu
MouTH 6eNoro LBeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJ|

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
IMoaroTosnedo: Santosh Kumar Ilpoeepeno: Pawan Kumar
Maurya O

@ 2

Approved by: Manager/Executive
/OnobpeHo: MeHemxep /
PykoBogutenn Amit\li\;gmar

-

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Jara: 11.11.2024

Reprint Date: |
Jara: 11.11.2024

-

Ragistered Sifice: 3-2-337, Road No, 3, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel:+91 40 14900 2200, fax:

Cir ek

+01 40 2900 2999, Emgil: mail@drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P,, 173 205, 18DIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

Ipoaykr: N6ykann®, TabaeTku, NOKPLIThIE MIEHOYHOI 060/104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust No § NRi0e2sy O0bem cepuHn " 800000.0 Tab

Analytical Report No/ - 040002721389 Date of Analysis / . 11.11.2024

AHanuTHYecKH# oTueT No JlaTa aHaau3a

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

JlaTa nopousBoacTsa I'ogen go

Mfg. License No. / MA number: /

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

nauueH3us Ne

Analysis performed according ND: / Auanns nposesen mo HJL: JITI-Ne(003654)-(PT-RU)-101123

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 ynep)XUBaHMs OCHOBHBIX MHMKOB Ha
XpOMaTorpaMMe UCTIBITYEMOTO PacTBOPa HOJKHEI
COOTBETCTBOBATH BpeMeHaM YAEP)KUBaHHUS MHUKOB
Ha XpoMarorpaMMe pacTBopa CTaHJApTHBIX
ob6pasioB ubynpodena u napaueramona (paszen
«KonmuuecTBeHHOE ONpPEACICHUE)

940.9 mg to 999.1 mg
(970.0 mg +3.0 %) /

Or 940,9 Mr bi (o} 999,1 M
(970,0 Mr = 3,0 %)

2 |Identification / Complies as prescribed/
HonnuHHOCTD CoOTBETCTBYET

3 |Average tablets weight / 971.8 mg/971.8 mr
Cpennsis Macca TabJ1eTOK

4 |Disintegration / 06 min 39 sec / 06 muH 39 cek
Pacnagaemocrts

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IIpoBepeHo: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Meunemxep /
PykoBoauTens Amit Kumar

Maurya { 0

& - N
Reprint Date: Reprint Date: Reprint Date: -
Jara: 11.11.2024 Jara: 11.11.2024 Hara: 11.11.2024

Registared Cifice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4200 2900, Fa 140 49006 2999, Email: mail@drreddys.com

CI
s drreddys.com
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Dr.Reddy’s €3¢

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

Vill. Khaol, Nalagarh Road, Saddi.
Disit. Solan, F.P, 173 205, MDA
Tel: 491 98166 56001-02

VAR drl adovs. com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

(IIpomykT: H6ykommn”, TabaeTkn, NOKPbIThIE mienogHoii 06004Koii, 400 Mr + 325 mMr

Market / PeiHOK :Russia / Pocciisi

Batch No / . Batch Quantity / - 800000.0 tab /

Cepust Ne Ry O6beM cepuH " 800000.0 Tab

Analytical Repourt No / - 040002721389 Date of Analysis / . 11.11.2024

AHaJTATHYECKH il oTueT No JlaTa aHanu3a

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

Jara npou3BoACTBA Tojen 10

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : MNB/05/263 ) ;. JITI-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / AHajiu3 npoBejieH 1o HJL: JITT-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacrBopeHne

99 % to 104%

100 % to 105%

Not less than 70% (Q) of C1:HisO, (ibuprofen)|
after 30 min/

He menee 70 % (Q) Ci3H 502 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (mapaueramon)
vepes 30 MuH

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoayKT COOTBETCTBYCT tpeboanuam HJL

Opinion : APPROVED
3aknaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
TlogroTosneHo: Santosh Kumar | IpoBepeno: Pawan Kumar /Ono6peno: Menemxkep /

Maurya P) Pykosoputens, Amjt Kumar
Reprint Date: Reprint Date: ' Reprint Date: {

Hara: 11.11.2024 Jlara: 11.11.2024 Jlara: 11.11.2024

- S
10 4500 2800, Fav: 91 40 88C0 2
CHE LEE1S5APTY!
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

|

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: Woykaun”, Tab1eTKH, NOKPHITHIE NJIEHOYHOM oGonouroii, 400 Mr + 325 mr

Market/ Pbtnox :Russia / Poccus

Batch No / . Batch Quantity / _800000.0 tab/

Cepusi No - V2402259 O06bemM cepnn " 800000.0 Tab

Analytical Repovrt No/ . 040002721389 Date of Analysis / . 11.11.2024

AHaquTHYeCKHIl oTyeT No JlaTa anaJiu3a

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

JlaTa mpon3BoacTBA T'ogen /10

Mfg. License No. / MA number: /

Ipou3zBoacTBEHHAS : MNB/05/263 : . JIII-Ne(003654)-(PT-RU)
Homep PY

aunensust Ne

Analysis performed according ND: / Ananu3s npoBeieH no HI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE IPUMECH than 0.005% /
Method 1/ MeTton 1 4-avunodenon (IpUMech apaleTamolia) He

6onee 0,005 %

Method 2 / MeTon 2 0.049 Any individual impurity (of ibuprofen or
04% paracetamol) - not more than 0.3% /

Jobas exuHU4Has npumech (MOympodeHa MM

napaueramona) He 6onee 0,3 %

0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1+ Metox
2) ue 6onee 0,7 %

7 |Water / Boaa 1.4 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTBercTByeT Tpebosanmsm HI 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moxrotoneno: Santosh Kumar | ITposepeHo: Pawan Kumar /Ono6peno: Menemxep /
Maurya { g 41\ PykoBogurens Arp;{}_{umar

= = /\r’ :,.--"'/
Reprint Date: Reprint Date: Reprint Date: |
Jara: 11.11.2024 Hara: 11.11.2024 Jara: 11.11.2024

ifis, Hyderabnad - 500024, Telangana, india
2993, Email: mail@drreddys.com
PLCOOARGY
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Dr.Reddy’s €3¢

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

Vill. Khot, Nalagarh Road, Baddi
Distt. Solan, H.P, 173 205, INiDIA
Tol: 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 5 of 10/ C1p. 5 u3 10

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

Mpoaykr: U6ykann®, Tadnerkn, NOKphITLIE ILIEHOYHOH 060/104K0ii, 400 Mr + 325 mr
1 11pOAy \ 5 p

Market/ Pbinok :Russia / Poccus
Batch No / : Batch Quantity / . 800000.0 tab/
Cepust Ne e O6bem ceplin " 800000.0 Tab
Analytical Report No/ . 040002721389 Date of Analysis / - 11.11.2024
AHanaTudecKnii oryer No JlaTta aHan3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

| laTa IpOH3BOACTBA T'open o
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PT"-RU)

Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JIIT-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage

units /
OaHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBaHUA 1.2 15.0 /INokazarens npueMneMocT (AV) N0JKeH
- ibuprofen / nbynpogen 6bITH He Bonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.1 15.0 /Ilokazatens npremiaeMocT (AV) nojpkeH
napaueTamol ObITH He Donee 15,0

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoayKT cooTBEeTCTBYET TpeboBanusim H/L

Opinion : APPROVED
3akmouyenue: OJOBPEHO

Prepared by / Checked by /

Maurya @;_ /E__ )

Approved by: Manager/Executive

[ToaroTosneno: Santosh Kumar | IIpoepeno: Pawan Kumar /Ono6pero: Menemxep /

PyKOBO)lI/ITC}J\I:/ Amit Kumar
)

Reprint Date: Reprint Date:
Hara: 11.11.2024 Hara: 11.11.2024

Reprint Daté:
Hara: 11.11.2024

Registerad Cffice: 8-2-337, Road No.
Tel: +91 £0 4200 2900, Fa

Clive

2, Banjara Hills, Hyderabad - 500024, Telangana, india
3140 49C0 2999, Emall: mail@direddys,com
AP1934PLCLOARGT

wowedrreddys.

cam




Dr.Reddy’s ":’

Dr. Reddy's Labhoratories L
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.F., 173 205, [NDJA
Tel: 491 98166 56001-02

vy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

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

Hpomyxr: Méykmnn®, Tabaerkn, NOKPLITHIE IIEHOYHO# 060J104K0ii, 400 Mr + 325 mr

Market/ PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepusi Ne V2402259 Ob6bem cepuu " 800000.0 Tab

Analytical RepOft No / - 040002721389 Date of Analysis / . 11.11.2024

AHanuTHYecKHi oTyeT Ne JlaTta aHa/IHA3a

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

JaTa mpoH3BOACTBA Topen 10

Mifg. License No. / MA number: /

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

Jgmnien3usi No

Analysis performed according ND: / Ananus nposejen mo HJ: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
Mukpobuoornyeckas
yHceToTa*

a) Total aerobic microbial
count / Ob1Lee 4nCIIo
aspoOHbIX

MHKpPOOPraHu3MoB

NA

b) Total combined yeasts NA
and mould count / Ob1uee
YHCIIO APONIKEBBIX U
IJIECHEBBIX TPUOOB

¢) E. coli NA

Shall
Ir

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

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

be absent in

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootsercTByeT TpedoanusaM HJI

Opinion : APPROVED
3Zaxkniouenue: OJJOBPEHO

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

[oarotoraeno: Santosh Kumar | TIpoepeno: Pawan Kumar /Ono6peno: Menenxep /

Maurya @,,, 4’— PykoBoaurens Ami&}iumar
A

Reprint Date: Reprint Date: Reprint Date: |

Hara: 11.11.2024 Jara: 11.11.2024 Hara: 11.11.2024

Refrigtern

Tels +31 a1

ed Qffice: 8-2-327, Poad Mo 2, Ranjara Hills, Hyderabad - 500034, Telangana, India
ki

10 4900 2999, Email: mail@drreddyz.com
ABAPLEGOAR0T
sddys,com

lg / OrcyrcTtBue B




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIN3A

Page 70f 10/ Cp. 7 u3 10

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

IIpoayxr: M6ykann®, Tabierkn, NOKPLITHIE IUIeHOYHOH 000/104K0#H, 400 Mr + 325 mMr
ipoay h p

Maiket/ Poiiior ‘Russia/ Poceus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepus No I O06beM cepiiu " 800000.0 Tad

Analytical Repourt No / - 040002721389 Date of Analysis / . 11.11.2024

AHaaHTHYecKI i oTyeT Ne JlaTa anaamsa

Date of Manufacture / - 10/2024 l?ate of Expiry / - 09/2029

JaTa npon3BoacTBa Togen g0

Mfg. License No. / .

TpousBoacTBenHas - MNB/05/263 S e R . JITI-Ne(003654)-(PT-RU)
Homep PY

Jnen3us No

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)~-(PT'-RU)-101123

10 “Assay / KonnvecTBeHHOE

onpeneeHHe
401.6 mg /401.6 mr

327.80 mg/327.80 mr

360.0 to 440.0 mg of Ci;3HisO:2 (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr Ci3H 1302 (M6ynpoden) B
TabneTKe

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

Ot 292,5 mr 10 357,5 mr CsHoNO- (mapaneramon)
B TabJieTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TadneTok
B [IBX/Al 6nuctep. [1o 1 6nuctepy
B Nauky KapTOHHYIO BMECTC ¢
HHCTPYKLIiE 0 MPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
taoneroxk B [IBX/Al Gnucrep. ITo 1, 2 wma 20
OnucTepOB B MauKy KapTOHHYIO BMecTe C
HHCTPYKIHed N0 NPUMEHEHMUIO.

12 | Labeling / MapkupoBka |According to ND. /B cootsercTsuu ¢ HJI

13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHne [Tpu Temnepatype He Boiue 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
roIHOCTH

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

RemarKks : The Product conforms to ND/
IIpumeyanue: [IponyxT cooTBeTcTBYET Tpedosanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
[Moarotoeneno: Santosh Kumar | [IposepeHo: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoauTenp Aqli(‘fllgumar

o al

Maurya QL 437/

Reprint Date: Reprint Date:
Hata: 11.11.2024 Jata: 11.11.2024

Reprint Date: Y
Jlata: 11.11.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 8 of 10/ Crp. 8 u3 10

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

Mpoaykt: Hoykmnn®, Tabaerkn, nOKphITHIE MIIEHOUHO# 060101K0ii, 400 Mr + 325 mMr

]

Market/ Poifiok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402259 O6bem cepun ' 800000.0 Tab

Analytical Rep()j't No/ - 040002721389 Date of Analysis / © 11.11.2024

AHannTHYecKHi oTyeT Ne JaTa aganusa N

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

JaTa mpou3BoacTBA T'onen xo

Mfg. License No. / MA number: /

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

Juuen3us Ne

Analysis performed according ND: / Anaau3s uposepen no HJL: JITI-Ne(003654)-(PT-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.

[MpuMeuanue: CChUIKH B HOPMATHBHOM JOKYMEHTaLMU NPHBEAEHB! HA [® PO XIV.
* TIpOBOANTCS IIPOU3BOAHTESIEM MPH BLINYCKE NEPHOAHUECKH: AT Kaxjoii 20-oli cepud MM He MeHee 1 pa3a B
rox. [TokasaTesis MoskeT OBITh HE BKIIOYEH B cepTH(UKAT aHaIM3a QUPMBL.

API name / HaumenoBanne ADPC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / 6ynpoden Paracetamol / [lapanietamon
API manufacturer batch number / PIBM240157 4986/24-25
Homep cepuu nponsBoauteis ADC:
FP Manufacturer API Batch number /

FERA00524 FERA00440

Homep cepuu cyOCTAHUMH NPOH3BOAHTEJIS
I'J1d:

API Manufactured by & country /
Ilponseoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caitencus Jlumuren,
Nunus

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpuuua
®apmacoioTukanc JIUMHTES,
Unnng

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumevanne: [IpofyKT COOTBETCTBYET TPeGOBaHUAM HJI

3akmouenne: OJJIOBPEHO

Prepared by / Checked by /
[MonroroeneHo: Santosh Kumar | IlpoeepeHo: Pawan Kumar
Maurya @_

Approved by: Manager/Executive
/Ono6pero: Menenxep /

; PykoBoaurens , Amit Kumar

—

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hara: 11.11.2024




Dr.Reddy’s Qf

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayicT: Hoyximn”, TabieTkn, NOKPHITHIE NJICHOYHOIH 060104K0H, 400 Mr + 325 Mr
Market / Peinok :Russia / Poccus
Batch No/ _ Batch Quantity / ~800000.0 tab/
Cepus Ne R V202252 O6bem cepuu ' 800000.0 Tab
Analytical Repovrt No/ - 040002721389 Date of Analysis / C 11.11.2024
AHanuTHYEeCKHiT oTueT No JlaTa anaju3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
| JlaTa nPOM3BOACTBA T'onen g0
Mfg. License No. / MA number: /
IIpousBoacTBeHHAsI : MNB/05/263 i ;. JIII-Ne(003654)-(PI'-RU)
Homep PY
Junenzus Ne
Analysis performed according ND: / Anasiu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-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) /

HaumeHoBaHHe, afipec, JHLIEH3HS QIS I-p Pennu’c Jlaboparopuc Jita., Muausa, llpoussoacTBeHHOe
ITpon3sBoacTBeHHasn MmiIomaaka / Ilnomanka noapaszaenenue-6, Buii. Kxons, Hanarapx Poyn, banau, J{uctpukr
KOHTpOJIa kKavecTBa / Ilmomagka BoINycKa Conan, X.I1., 173205, Muaus (nuuensus Homep MNB/05/263)

Declaration of certification: «I 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».

3aKJi04eHHe 0 COOTBeTCTBHH: «HacTosmM 1 MoATBEPIKAAI0, YTO NPHBEEHHAas BINE MHOpMALUs SBISCTCS
JOCTOBEPHOM U TOYHOM. DTa Cepus MPOAYKLMH Mpou3BefieHa (BKIIOYas YMAakoBKY (MapKMpOBKY) M KOHTPOJIb
KayecTBa) Ha BBILEYKAa3aHHOM MpPOM3BOACTBEHHOH muomajake (muiomanaxKax) B TMOJHOM COOTBETCTBUM C
Tpeboanuamu IIpaBuil Haaexaweil NpOM3BOACTBEHHON MpakTHKM EBpasuiickoro skoHOMHYecKoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) v TpeOOBaHUAMH KOHTPOJIs KAUeCTBa JICKapCTBEHHBIX CPENICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cooTBeTcTBYET Tpebopanusm HJl 3axnouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Ono6peHo: Menemxep /
Maurya 4 m ") Pykosoautens, Amif Kumar
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Reprint Date: Reprint Date: Reprint Date: |
Hara: 11.11.2024 Iara: 11.11.2024 Jata: 11.11.2024
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
Page 10 of 10/ CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TpoayKT: Moykmun®, TabaeTKH, TOKPBIThIE VIEHOUHOT 060/104K0ii, 400 Mr + 325 Mr

Market / PuiHok :Russia / Poccust

Batch No / ; Batch Quantity / ~800000.0 tab /

Cepus N § V2402259 O6bem cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002721389 Date of Analysis / . 11.11.2024
AHaTHTHYeCKHI oTyeT No JlaTa aHaIH3a

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

JaTa mpou3BoACTBA T'open g0

Mfg. License No. / MA number: /

IIpousBogcTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)

Homep PY
Jgunenznua Ne
Analysis performed according ND: / AHa/Iu3 HPOBEJIEH I10 HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaKXX€ B COOTBECTCTBUH CO CHeLlI/I(i)I/IKaLlI/IﬂMI/l, colepKaluMuces B pEerucTpauiuoHHOM JOChE CTPaHbI-UMTIOPTEPA.
3anucu 1o MMPOU3BOJCTBY, YITAaKOBKEC U aHaJIM3y NPOBEPEHBI, U YCTAHOBJICHO UX COOTBETCTBHE Tpe6OBaHI/I}IM HpaBI/IJ'[

o
HagJexKameu

TPOU3BOICTBEHHOM NPaKTHKK EBPa3suiicKoro 3KOHOMUYECKOTO COI03a).

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKT COOTBETCTBYET TPebOBAHNAM HJT

Opinion : APPROVED
Zaxaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toxrotoeieno: Santosh Kumar | [IpoBepeno: Pawan Kumar /Ono6peHo: Menemxep /

Maurya & )f PykoBoauTek it Kumar
Reprint Date: Reprint Date: Reprint Date: |

Jara: 11.11.2024 Tara; 11.11.2024 Hara: 11.11.2024

Rogisterad Office: 2-2-337

, Rond No . 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tab 91 404800 2300, fax: =91 40 4900 2999, Eniail: mail@direddys.com
CI LEZ TS5API98GPLCOOI50G7
wweLdrreddys.com



