e
Dr.Reddy’s ‘}"

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxt: Keropon® Dxenpece (keTopoesiak) TabieTks, AHCHEPrHpYyeMbIe B OJOCTH pra, 10 Mr

Market / Peinox :Russia / Poccus

Batch No / ] Batch Quantity / _ 3600000 tab /

Cepus Ne 12402150 O6bem cepun * 3600000 Tab

Analytical Repourt No/ - 040002697987 Date of Analysis / . 99.10.2024

AnanHTnuecknii oryer No Jarta ananusa ]

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npon3BoacTea T'oxen xo

Mfg, License Ne. / )

IIpousBoacTBeHHAn « MNB/05/263 ML Gl ; SN (000 69) I
Homep PY RU)

Jannenzng Ne

Analysis performed according ND: / Ananusz nposexen no HJI: JITI-Ne(004669)-(PI-RU)-190224

Pagel of 9/Crp. 1 H3 9

2 Identification / ldnen'ruqnmauu;

tablets with "|" debossed on one
side. / Kpyrneie nnockue
Ta6bneTki ¢ (packoit, CBETIO-
KENTOro 1BETa C TPaBUPOBKOM
«l» Ha ogHOW cTOpOHE.

z.oo Test / IlokazaTens Results / PesyanTaTs! Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled lablets

with "" debossed on-one side. / Kpyrnsie
nnockue Ttabietkn ¢ (ackoii, cBeryio-
KEJITOro UBCTa ¢ TIpaBHPOBKOH «|» Ha
OJIHOI CTOPOHE.

Ketorolac 7 Kemopoaax

Complies / CooTreTcTBYET

UV spectra of the iest solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V{-cnekTpp! MNOrNOLIERHA

HCTILITYEMOr0 pPacTBopa M pacTBOpa
cTarmapTHoro  ofpasua  keTopojiaka
TpOMETaMHHa JOJKHEI HMETh

MaKCUMYMbI NpH OAHOM ¥ TOM Xk€ IUIHHE
poInHbl (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuanue: Ilpoaykr cootBeTcTBYET TpeGosanuam HII

Conclusion : APPROVED /
3akarouyenne: ONOBPEHO

Prepared by /
IToaroropneno: Santosh Kumar
Maurya

3

Checked by /
IpoBepeHo: Pawan Kumar

zyﬂ i

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykosoauTesns

Amit Kumar - L
s

Reprint Date /
Jlarta: 29.10.2024

Reprint Date /
Jlata: 29.10.2024

Reprint Date /
Jlara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSI

S

CEPTHPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxr: Keropoa® xenpece (keroposak) Tabaerxs, Ancneprupyemsie B NoxocTn pra, 10 mr

Market / Puinox :Russia / Poceus n
Batch No / . Batch Quantity / . 3600000 tab /
Cepua Ne e Ob6bem cepun " 3600000 Tab ]
Analytical Report No / . 040002697987 Date of Analysis / . 29.10.2024
AHanurHueckuii oTuer Ne JlaTa ananmuza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Harta nponssoacTea T'open ao
Mfg. License No. / . o
IIponsBoacTBeHHAsI : MNB/05/263 MA number: / : JII1-Ne(004669)-(Pr-
) Homep PY RU)
uueR3Ha Ne

Analysis perfornied according ND: / Anaan3 nposexen mo HJI: JII-Ne(004669)-(P1-RU)-190224

Page20f9/Cip.2 m3 9

—

No
Ne

Test / TlokazaTesnn

Results / PesynbTaTbt

Specification / Hopma.

Complies / CooTBeTcTBYET

The retention time of the main peak on the |

chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepxuBanvs
OCHOBHOI'O TiHKd Ha XpoMaTorpamme
HCTIBITYEMOTO pacTeopa AOIDKHO
COOTBETCTBOBATh BPEMEHH YIACPXHBaHUSA
OCHOBHOTO IIHKa Ha Xpomarorpamme
pacTteopa CTaHAAPTHOTO obpazua
KeToposnaka  TpoMeraMuHa  (pasgen
«KomuyecTBeHHOE OTIpeneiieHUe»).

Remarks : The Product conforms to ND/
ITpnmcuanne: [IpoaykT cooTBeTCTBYET TpeboBanmsm HIT

Conclusion : APPROVED /
3aknroueune: ONOBPEHO

Prepared by /
IMoarorosneno: Santosh

Checked by /
Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoaHTens

Kuymar
Maurya '\g . Amit Kumar <L
. 2, [>2—
Reprint Date / Reprint Date / / Reprint Date/
Hata: 29.10.2024 Hara: 29.10.2024 Jlara: 29.10.2024

aly
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 16 mg
Hpoaykr: Keropoa® Ixcnpecc (keToposiak) Ta6ieTKH, AHCIIeprHpYeMbie B [I0JI0CTH PTa, 10 mr

Market / PriHok :Russia / Poccus . N

Batch No / . Batch Quantity / 3600000 tab /

Cepun Ne R - O61em cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002697987 Date of Analysis / . 29.10.2024

AHanuTHYecKHIT oTueT Ne JlaTa anaansza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Hara npoussoncraa Topeu o

Mfg. License No. / :

TIIpouzBoacTBeHHan : MNB/05/263 R R BT : JIL-Ne(004669)-(PX -
Howmep PY RU)

aunensng Ne

Analysis performed according ND: / Anaans nposenen mo HJL: JII-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3 139

1}? Test / lloxkazarens Results / PesynsTathr Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYeT The retention times of 2-
Bymuazudpoxcuanuson butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6yTIIITUAPOKCHAHH30MA
3-6yTHaruapoKcHaHu3ona

«CopepxaHde
GyTUITHAPOKCHAHH30MAY).

chromatogram of the test solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpemeHa
YIOEepXHBaHHs] ITUKOB
2-6yTHarapokcHaHH30Ma u
3-6yTIWWITHOPOKCHAHM301A Ha

XpOMaTOrpaMMe HCHLITYEMOro pacTBopa
JOJDKHBL  COOTBETCTBOBaTE  BpEMEHaM
yIEpPKHBaHUSA MTHKOB

XpOMETOI'PaAMMe PacTBOPa CTAHAAPTHOCO
obpasia 6yTunrnapokcHaHH3ona (pasaes

3
the

)2
Ha

Remarks : The Product conforms to ND/
ITpumeuanne: [TpogykT cooTBeTCTBYET TpeboraHusM HJL

Conclusion : APPROVED /
Sakarwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar ITporepeHo: Pawan Kumar Ono6peno: Menemxkep / Pykosonurens
Maurya 7 D . Amit Kumar . b

Ty g& ,_:_\_'__,,__ [N j—’\ 1
Reprint Date / Reprint Date / Reprint Date / §
Hara: 29.10.2024 Jara: 29.10.2024 Hata: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropon® Ixcnpece (keroponak) TabaeTku, AucneprupyeMbie B oot pra, 10 mr

| Market / Poinok ~_ _:Russia/Poccus _
Batch No / ) Batch Quantity / . 3600000 tab /
Cepns No RS Qobem cepuu " 3600000 Tab
Analytical Repo:'t No/ - 040002697987 Date of Analysis / . 20.10.2024
AnaqnrTuyeckuii oTaer Ne Jlara anagaunia
Date of Manufacture / . 0972024 Date of Expiry / . 08/2026
JlaTa npon3BoAcTBa I'open oo
Mifg. License No. / i .
IIponsBoacTBeHHAast : MNB/05/263 DTG s JINI-Ne(004669)-~(PT-

, Howmep PY RU)

auueH3ua Ne

_Analysis performed according ND: / Ananus nposeaen mo HJI; JIII-Ne(004669)-(PT-RU)-190224

Page4 of 9/Crp. 4n3 9

I;‘? Test/ IlokazaTens Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennsas 69.3 mg/ 69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOpPOAHOCTL MACCHI 2/20 tablets - not more than * 20 %. /
18/20 Tabnerok - He Oomee + 10 %;
2/20 Tabnerok — He Gonee £ 20 %.
4 Disintegration time / 01 min 27 sec /01 mun 27 cex Not more than 3 min. / He 6onee 3 mMus.
PacnapaemocThb
5 Dissolution / PacTeopenue Unit-1 / Ta6n-1 97 % Not less than 75% (Q) of
. . CisH13NO3+C3H  1NO; (ketorolac
Ui el 0% tromethamine) in 15 min. / He Menee
Unit-3 / Tabn-3 101% | 75% Q) Ci15sH13NO3*C4H) NOa
. {keTopoNaka TPOMETaMHH) Yepes 15 MiH,
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/ _
ITpumeaanue: TIpoAYKT coOTBETCTBYET Tpebosanusm HIT

Conclusion : APPROVED /
3armodenne: OJJOBPEHO

Maurya

Prepared by /
TMoarorosaeno: Santosh Kumar

Checked by /
[lposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onotpeno: Menerxep / Pykosoamrens
Amit Kumar

T
f\((;_,f"

Reprint Date /
Hara: 29.10.2024

Reprint Date /
JHata: 29.10.2024

Reprint Date /
Jara: 29.10.2024

v




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAITHU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dienpecc (keToposak) TabaeTkn, ANCHEprupyemMble B N0A0CTH pra, 10 Mr |

‘Market / PoiHox :Russia / Poccus - i N

Batch No / . Batch Quantity / _ 3600000 tab / B

Cepusg Ne S O6bem cepiu * 3600000 Tab

Analytical Repovrt No/ . 040002697987 Date of Analysis / . 29.10.2024

AHagnTHYecKHii oTyer Ne Hara anaansa ul

Date of Manufacture / . 09/2024 Date of Expiry/ . 08/2026

Jara npowsBoacTea Tonen xo

Mfg. License No. / . .

ITpon3BoACTBEHHAS : MNB/05/263 MA pumber: / ; JIII-Ne(004669)~(PI'~
Homep PY RU)

Janues3na Ne

| Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Results / PesyabTarsl

~ PageSof9/Crp.5Sn3 9

Specification / Hopma

1;:’ Test / [Toka3aTesib
6 Particle size distribution /

JucrepcHocTb

Complies / CooTBetcrByeT

A uniform suspension passing through a
710 um sieve is formed. / O6pazyercs
OAHOpPOAHAS CYCTIEH3Hs, MNPOXOISIIas
CKBO3b CHTO C Pa3MEpPOM OTBEPCTHI
710 MKk,

7 Impurities / Tlpamect

1-hydroxy analog of
ketorolac: /
1-rnapoxcnananor
KCTOpoJaka

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena '
KOJINGECTRENHOTO ONPCACACHHS
(NKO = 0.0032 %)

not more than 0.5 %; / He Gonee 0,5 %; |

not more than 0.8 %:; / ue 6onee 0,8 %;

CogeprraHue BOALI

1-KCTOAHANOT KETOPOaKa 0.10%
unidentified impurity / not more than 0.5 %; / He Gonee 0,5 %;
eauHHNYHAs 0.01%
HENREeHTHHULIHPOBAHHASL
npuMech
total impurities / C0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa mpuMecei
8 Water content / 3.0% Not more than 7.0 %. /

Fe 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: [poaykr coorercTByet TpeGosannsm HJI

Conclusion : APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: Santosh Kumar ITpoeepeHo: Pawan Kumar Opnobpeno: Menemkep / Pykoroamrens
Maurya %\_ /Y - Amit Kumar /\ R

A ‘,""//
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hponykr: Keropoa® xcnpece (keToposak) TabAeTKH, ANCIEprupyembie B NoJ0cTH pra, 10 Mr -

— —

Market / Prinok :Russia / Poccust i

Batch No / ) ‘ Batch Quantity / 3600000 tab /

Cepus Ne i=Y240210 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002697987 Date of Analysis / . 29.10.2024

AHaguTHYecknii oTyer No Jlata apaJsansa

Date of Manufacture / . 09/2024 Date of Expiry / . 082026

Jlata npousBoacTea Topen 10

Mifg. License No. / ) o

IIpousBoacTBeHHAR « MNB/05/263 MA number: / : JII-Ne(004669)-(PI'-
Homep PY RU)

JaHLen3is Ne

Analysis performed according ND: / Anaans nporegen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page60f9/Crp.6m3 9

—

I;oo Test / [TokazaTens Results / PeaynnraTh Specification / Hopma
9 Residual solvents / OcTaTounble OPranMyYecKue pacTao pHTEH
Isopropyl alcohol / 36 pg/tab/ Not more than 350 pgftab. /
Hsonponanon 36 mxr B TabneTke He 6onee 350 mxr B TadneTie.

10 Microbiological purity*/ MukpoGHnosoruyeckas yucrora*

Total Aerobic Microbial NA
Count / obLiee YHcIo
a3po6HLIX MUKPO-
OpraHH3MoB

not more than 10° CFU/g; /
He 6ornce 103 KOE/r;

Total Combined Yeast and NA
mold count / o6inee 4ucno
JPONOKEBBIX U [UIECHEBBIX

not more than 10> CFU/g; /
He Gonee 10° KOE/r;

AOIHPOBAHHBIX eAHHHL

rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T.
11 Uniformity of dosage units / 7.4 Acceplance value (AF) not more than
OanopoaHOCTb 15.0 ITokasatens npremueMocTn (A7)

JoJokeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
INpumeuanue: [TpoaykT cooTBeTcTsyeT TpeboBannsm HIL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrotosneno: Santosh Kumar [TposepeHo: Pawan Kumar Ounobpero: Menemxep / PykoBoguresib
Maurya : 7 Amit K W

ury. f__ﬁ_&__ | {z.____ it Kumar /&%’f f
Reprint Date / Reprint Date / Reprint Date / "
Hata: 29.10.2024 Hara: 29.10.2024 Hata: 29.10.2024




@
Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jxcnpece (keroponak) Tabnerki, AuCHeprapyeMbie B Moi0ocTH pra, 10 mr

Market / Poinox ‘Russia / Poccust o

Batch No / Batch Quantity / 3600000 tab / -

. ’) -

Cepnsi N 2 ey Obbem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002697987 Date of Analysis / . 29.10.2024
AHagnTu4yeckHii oTuer Ne HJarta amajnsa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

Jara nponssoacTsa Togen go

Mfg. License No. / ] -
Ipon3BoacTBenHan : MNB/05/263 Ll 5 AL N(004669)-(P I

Homep PY RU)
JHueH3Nna Ne

Analysis performed according ND: / Anasns nposeaen mo HII: JITI-Ne(004669)-(PT-RU)-190224

Page 7 0of9/Crp.7 u3 9

onpeaejicHue

ioo Test / HokasaTennb Results / PesyabTaThb! Specification / Hopma
12 | Assay/ KoawtecTBennoe 10.0 mg / 10.0 mr From 9.0mg to 11.0mg of
(100.3 %) CisH13NO3+C4H1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr oo
11,0 mr CisH1aNO3*C4H 1NO3
(keroponaka TtpoMcramun) (o1 90,0 mo
110,0 % oT 3asBIIEHHOIO KOJHUYECTRA) B
TabneTKe.

13 | Butylhydroxyanisole
content / CoaepxaHue
OYTHJrHAPOKCHAHHN30/1a

0.0933 mg/tab /
0.0933 mr B TabneTtke

" Not less than 0.042 mg/tab. /

He menee 0,042 mr B TabneTke.

14 | Package description /
Onucalxe ymakoBikH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters. with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
Gnucrepe u3 ([1A/AJITI3 ¢
snaronornorwrenem/TTIBIT)
donvru // (TI12/AJT) domera. Ilo
2 Gnuctepa BMECTE C JIMCTKOM-
BKAZbILIEM B navyKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
6nucrepe n3 (MA/AJUTID c
pnaronornoTuteneM/II3BIT)  donbru //
(TI3/AJT) donsru. TTo 1 unu 2 Gauctepa
BMECTE C AUCTKOM-BKJIAABILIEM B NAyKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: I[TpoaykT cooTBeTcTBYET TpeboBaHHAM HJI

Conclusion ;: APPROVED /
3axaroyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh Kumar [Iposepeno: Pawan Kumar Ono6pevo: Menemxep / PykoBoauTesb
Maurya rd . /37 : Amit Kumar /\/ . ;

Reprint Date / Reprint Date / Reprint Date/ ¥

Jata: 29.10.2024

Hata: 29.10.2024

Jara: 29.10.2024

VAl s ploeEg ez




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =

Iponykt: Keropoa® Dxenpece (keToposak) TabaeTk, ANCHeprapyembie B M0J10CTH pra, 10 mr |

Market / Puidox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e Q6nem cepun " 3600000 Tab

Analytical RepprtNo / . 040002697987 Date of Analysis/ . 59197074

AdanHTHUeCKHH 0TueT Ne JaTta amanmsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa nponsBoAcTBa Togen o

Mfg. License No. / . .

ITponsBogcrBeHHast : MNB/05/263 WS T : A EEIRE) -
Homep PY RU)

nHuensust No

Analysis performed according ND: / Anasnn3s nposeacu mo BJL: JITI-No(004669)-(PT-RU)-190224 ]

Page 8 of 9/ Crp. 8 u3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* Ipu BLIMycKe JEKAPCTBEHHOTO NPeNapaTa KOHTPOIL KAYECTBa MO NoKasaTeno «Mukpobuonornyeckas
YHCTOTa» NPOBOAMTCA A Kaxkaoii 20-oit cepHH, WM 419 OHOH cepHH B roj, B 3aBUCHMOCTH 0T TOY0, 4TO

HACTYJHT panbile.

API name / HaumenoBauune APC:

Ketorolac tromethamine / KeTtoposiaka TpomeTaMms

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepnn npoussoautenass ADC:

ABRHO007361

FP Manufacturer API Batch number /
Homep cepiu cyGCraHIHA TPOM3BOIHTENST
TJId:

FERAQ00457

API Manufactured by & country /
IIpouseoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penan'c Jlaboparopuc Jlta., Mrans

Name, address, authorization No for FP
manufacturing sitc / Control site / Release
site /

HaumenoBanue, agpec, THIEH3HA ISt
IlponzeoacTBenHas nuomanka / Iinomagka
KOHTpOAA kadecTsa / Hmomanka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pennu’c Jlaboparopuc JIta., Uuaus, IIpon3soicTBEHHOS
nozapasaesenue-6, Bumn. Kxons, Hanarapx Poyn, baanu, JIncTpHKT
Conan, X.II., 173205, Uunus (nuuensms Homep MNB/05/263)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cooTsercTBYeT TpeboBannam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosnero: Santosh Kumar ITposepeno: Pawan Kumar Qno6peno: Menemxkep / PykoBoauTeN:
Maurya A 7 - Amit Kumar R

A 4 P
Reprint Date / Reprint Date/ = . Reprint Date/ '
JHarta: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024

&y 13dly




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Sxenpece (xeTopoaax) Tabierk, AnCneprupyemble B MOJ0CTH pra, 10 mr |
Market / Prinok :Russia / Poccus '
Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne j V2492150 O61.eM cepin " 3600000 126
Analytical Repo:'t No/ . 040002697987 Date of Analysis / . 29.10.2024
AHanuTHYecKHii 0THeT Ne Jarta anaamn3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npon3BoicTEA Touen no
Mfg. License No. / . g )
IIponagoacTeeHHas : MNB/05/263 MA number: / { 'H ‘I_I-N_(004669)-(Pl_“-
Homep PY RU)
Jnuensna Ne
_Analysis performed according ND: / Anaans nposegen no HIL: JII-N2(004669)-(PT-RU)-190224

Page 9 of 9/ Crp. 9 u3 9
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». '

Jai09ente 0 cooTBeTcTBHM: «HacTosumM s OATBEPIKIAIO, YTO NPHBEICHHAA BINE HHGOPMAIIMA ABJIACTCA
JIOCTOBEPHOM W TO4YHOHM. JTa CEpUs NPOXYKIIHH npom3BeneHa (BKIOYas YIAKOBKY (MapKMpOBKY) M KOHTpOb
KayecTBa) HA BEHINICYKA3aHHOM NPOM3BOACTBEHHOH Iomanke (mnmowankax) B TIOJHOM COOTBETCTBMM C
Tpe6oBanusMy [IpaBui HaanexkameH MpOU3BOACTBEHHOH IPaKTHKH EBpa3suicKoro 3KOHOMHYeCKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuTa6ps 2022) u Tpe6OBaHMIMH KOHTPOJISL Ka4yeCTBA ICKAapCTBEHHBIX CPEACTB,
a TaKKe B COOTBETCTBUM CO CIICMH(HKALMIMM, COAEPKANIUMHICA B PETHCTPAIIMOHHOM JOCHE CTPaHBI-MMIIOPTEPA.
3aIicH 1o IPOM3BOACTBY, YIIAKOBKE H aHAJM3Y IPOBEPEHBI, M YCTAHOBIICHO KX COOTBETCTBHIE tpebopanusam Ilpasui
HaJJIeXaIe IPOU3BOACTBEHHOH IPaKTHKK EBpasuiCKOro 3KOHOMHYECKOTO COKO3a».
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