Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropoa® Dxcnpece (keroposak) Tabuerky, iucneprapyemsie B mosocry pra, 10mr |
Market / Prinox :Russia / Poccus BEree
Batch No / _ Batch Quantity / . 3600000 tab /
Cepus Ne #Y200978 O6bem cepn 3600000 Ta6
Analytical Repo‘}‘t No/ . 040002843425 Date of Analysis / . 11.03.2025
AnanarHyeckuit oTuer Ne JlaTa apanuza
Date of Manufacture / . 02/2025 Date of Expiry / . 0172027
daTa npousBoacTea Toxen xo |
Mifg. License No. / i o
IlponsBoacTBenHas - MNB/05/263 MA number: / ; JII-Ne(004669)-(PT-
Homep PY RU)
JHueH3nst Ne

Analysis performed according ND: / Anann3 nposenen mo HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page10f9/Crp.1m9

No
Ne

Test / IloxazaTens

Results / Pe3ysasTaTsl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruisle miockne
TabneTky ¢ ackoif, creTio-
HKEJITOTQ [[BETA C FPABHPOBKOMH
«» Ha OIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrasie
Tutockue Tabnetku ¢ (ackoif, cBeTIo-
JENTOro ILBeTa ¢ rpaBHpOBKOH «I» mna
OIHOI CTOPOHE.

2 Identification / UaenTuduxauus

Ketorolac / Kemoporax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-cnekTpsl MOMNIOLIEHHA
HCILITYEMOrO pacTBOpa M pacTBopa
CTaHAapTHOre  ofpa3la  KeTopojaka
TPOMETAMHHA HOOJIKHEL HMETh
MakCHMYMBI IIPU OJHOM W TOH Xe ANUHE
BOJIHBI (% 2 HM).

[

Remarks : The Product conforms to ND/ .
ITpumeuanue: Ilpoaykr cootTseTcTBYeT TpebOBaHHaM HII

Conclusion : APPROVED /
3axnovyenune: OJOBPEHO

Prepared by /

1/

IMonrorosneno: Yogesh,Chauhan

Checked by /
ITpoeepeHo: Santosh Kumar

b
el
T i—

Approved by: Manager/Executive /
Opobpero: Menemsep / PykoBoauTeb
Maurya P Amit Kumar

:f\“-") "

Reprint Date /
Hata: 11.03.2025

Reprint Date /
Huara. 11.03.2025

Reprint Date /
Jara: 11.03.2025

1




Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

it-0

Formulation L

CEPTUPHUKAT AHAJTU3IA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpecc (KeToposak) TabieTky, AHCHEPIHPYEMBIE B IOJOCTH PTA, 10 Mr

Market / Peiox :Russia / Poceus ERSRnS E—
Batch No / » Batch Quantity / 3600000 tab /
Cepns Ne A O61em cepin " 3600000 Tab
Amnalytical Rep(tﬂ No/ . 040002843425 Date of Analysis / - 11.03.2025
AnanurwuecKHii oT4er Ne JlaTa anaAsa
gate of Manufacture / - 02/2025 Date of Expiry / . 01/2027

aTa NpOH3BOACTBA Toaen xo
Mfg. License No. / ) . ]
Ilpon3eoacTBeHHAS : MNB/05/263 IB;[A nurll)xger. / ; J;II—N2(004669)—(PI"-
JHueH3nst Ne e 2) —

| Analysis performed according ND: / Arasn3 nposenen mo HJI: JI[I-Ne(004669)-(PI‘-RU)-190224 -

~ Page20f9/Crp.2 m39

No

N Test / [Toka3zaTenn

|
Results / PesyabTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of fest solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems yaepKuUBaHUSA
OCHOBHOTO IIHKA Ha XpOMAaTOrpaMMme
HCIILITYEeMOTO pacTBopa ZOJDKHO
COOTBETCTBOBATE BPEMEHH YACPKHBaHUA
OCHOBHOTO IHKA Ha XpoMarorpamme
pacrtBopa CTaHOAPTHOrO obpa3ua
KeToponaka  TpoMerammHa  (pasgen
«KonuecTBeHHOE OnpeneneHue).

Remarko ; The Produot eonformes to MDY/
Ipumeuanne: IpomyxT cooTseTcTByeT TpeboBaruam HII

Conglusion ; APPROVED /
3aknouenue: OJOBPEHO

Prepared by /
ITonrotoBiieHo: Yogeshfghauhan

I/

Checked by /
IIpoBepeHo: Santosh Kumar

Maurya @
.

Approved by: Manager/Executive /
Ono6Gpeno: Menemxkep / Pykosoaureb

Amit Kumar j\// \’/f’/

Reprint Date /
Jora: 11.03.2025

Reprint Date /
Hara: 11.03.2025

Reprint Date /
Hara: 11.03.2025




S
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries Ltd
Formulation Unit-G

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponysr: Keropoa® xempece (keToposax) rabiterks, Aneneprupyembie B MoJI0CTH pra, 10 Mr

| Analysis performed accordin_gTVD_: / Anasms mposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Market / Poirox i ‘Russia / Poccus ESEUQERgRCS T S R .
Batch No/ ] Batch Quantity / 3600000 tab /
Cepus Ne o i O0beM cepun " 3600000 Tab
Analytical Repo:'t No/ . 040002843425 Date of Analysis / . 11.03.2025
| AHasuTHYecKHil oTdeT No JlaTa aHaaH32
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JaTa nponsBoacTBa T'ogeH no
Mfg. License No. /
IIponiBoacTBEHHAS : MNB/05/263 B ; e
Homep PY RU)
JTHIEeH3HA No

Page3of9/Crp.3m39

I;:) Test / loka3zaTesn Results / PesyabTaTsi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneudpoxcuarnuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yOepKHBaHUA MHKOB
2-6yTUNTHAPOKCHAHM3ONA "
3-0yTUNTUAPOKCHARH30Ia HA

XPOMATOIPaMMe€ HCMLITYEMOrO pPacTBOpa

JOIKHBl  COOTBETCTBOBATh BPEMEHAM
yAEpPKHBAHUA TTHKOB
2-6yTHITHIpOKCHaHH30Ma U
3-6yTWITHOPOKCHaHH30M1a Ha

XpoMaTorpaMMe pacTBopa CTaHOapTHOTrO
obpasia SyTHNTUIpOKCHaHHU30Na (pa3iest
«ConepxaHue
OYTHArNAPOKCHANNIOIAY ).

Remarks : The Product conforms to ND/
[pumevanne: [Iponykr cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zaxarouenne; OJJOBPEHO

Prepared by /
INoarorosneno: Yogesh Chauhan

e

Checked by /
[IpoeepeHo: Santosh Kumar

Maurya /%a)

Approved by: Manager/Executive /
Opobpeno: Menemxep /' PykoBoautens
Amit Kumar A
N
1

Reprint Date /
Hara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Hara: 11.03.2025




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid
Unit-o
1 Road,

o,

s o TR
£ oS, TINUITAY

CERTIFICATE OF ANALYSIS " S

CEPTUO®UKAT AHAJIN3A .y j
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hponyxr: Keropoa® Dxenpece (keToponak) TabieTk, AHCHEPIHpYeMbIe B TOJOCTH pra, 10 Mr == .4

Market / Prisox :Russia / Poccus e - —
Batch No / ) Batch Quantity / 3600000 tab /
Cepusn No i O6nem cepHn " 3600000 Tab
Analytical Report No / . 040002843425 Date of Analysis / . 11.03.2025
AnannTHyeckni oruer Ne ara aHaH3a
Date of Manufacture / . 022005 Date of Expiry / . 01/2027
Hata npon3sofcTBa T'ogen Ao =
Mfg. License No. /

. MA number: / _ JII-Ne(004669)-(PT-
Ilpon3BojcTBEHHAA : MNB/05/263 Homep PY " RU)

Aaunenzus Ne

Analysis performed according ND: / Anannz nposeses mo HII: JITI-Ne(004669)-(PI'-RU)-190224 __J__

_ Paged4of9/Crp.4u39

OL(HOpOLlHOCTb MaccChbI

I}f Test / Iloxa3aTean Results / PeaynbTaTsl Specification / Hopma
3 Average weight / Cpeansist 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 Mr mo 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Ta6netrok — He 6onee + 10 %;
2/20 tabneTok — He Honee = 20 %.

4 Disintegration time /
Pacnapaemoctsb

00 min 28 sec / 00 Muu 28 cek

Not more than 3 min. / He 6onee 3 MuH.

Unit-1/ Tabn-1
Unit-2 / Ta6ba-2

5 Dissolution / PacTBopeHHe

Unit-3 / Tabn-3

96 % Not less than 75% (Q) of
96 % C5H13NO3*C4H 1 NO; (ketorolac

° tromethamine) in 15 min. / He MeHee
96 % 75 % Q) C5H13NO3;*C4H 1 NO;
(xeToponaka TpOMETaMHUH) Hepes 15 MuH.

TIpumMeuanue: IIpoaykT cooTeeTcTByeT TpeboBanmwam HJT

Unit-4 / Tabn4 96 %
Unit-5 / Tabin-5 102 %
Unit-6 / Tabn-6 102 %
Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /

3axmouenne; OJOBPEHO

Prepared by / Checked by /
Toarorosneno: Yogesh,Chauhan

L

IIposepeno: Santosh Kumar

[{( i Maurya ‘ @

Approved by: Manager/Executive /
QOnobpeno: Menemkep / Pykosoauresns

Amit Kumar M
p

Reprint Date /
Jara: 11.03.2025

Reprint Date /
Jara: 11.03.2025

Reprint Date /
JHara: 11.03.2025




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,

CEPTUDHUKAT AHAJIN3A

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

TIpoaykr: Ketopoa® Dxenpece (keroponax) TabaeTks, Ancneprupyemsie B MoJ0cTH pra, 10 mr

Market / Puisiok :Russia / Poccus i

Batch No / ] Batch Quantity / 3600000 tab / ol

Cepug Ne N O6nem cepHu ' 3600000 Tab

Analytical Repourt No / . 040002843425 Date of Analysis / . 11.03.2025

ABanuTHyecKknii oraer No Jlara anajn3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jata npou3soacTBa T'ogen go

Mfg. License No. / § ; o

IIpousBoAcTBEHHAS : MNB/05/263 ey / g LIERS(IE e
Homep PY RU)

JHuen3ua Ne

Analysis performed according ND: / Anasin3 nposexen o HI: JITI-Ne(004669)-(PT-RU)-190224

PageSof9/Crp.Sus9

Jucnepcrocrs

1;.:) Test / [TokazaTean Results / PesyabraTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pasyercs
OJHOPOOHAS CYCHEH3Ws, NPOXOIALIAs
CKBO3b CHTO C pa3MEPOM OTBEpPCTHH
710 MKM.

7 Impurities / Illpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuaxaior
KeTopoJaka

1-keto analog of ketorolac /
1-KeToaHanor KeTopoJaka

unidentified impurity /
€IHHYHAs
HEeNIEHTHQULHMPOBaHHASA
TIPUMECh

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KoJIHYECTBEHHOTO
onpenenenus (ITKO = 0.0032%)

not more than 0.5 %; / e Gonee 0,5 %;

0.05%

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

0.02%

not more than 0.5 %; / He 6onee 0,5 %;

total impurities /
cymma npumMeceit

0.1%

not more than 1.0 %. / ve 6onee 1,0 %.

8 Water content /
CoaepkaHHe BOABI

2.7%

Not more than 7.0 %. /
He 6onee 7,0 %.

Retnarks : The Product conforms to ND/

Ipumeuanue: IIponykt cootBeTcTByeT TpebosanuaM HII

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoxrorosneno: Yogesh Chauhan | ITpoeepeno: Santosh Kumar | OnoGpero: Menemxkep / PykoBoauresp
;9/./ Maurya Amit Kumar ’ -
il - DN
Reprint Date / Reprint Date / Reprint Date / N
Jara: 11.03.2025 Jara: 11.03.2025 Jlata: 11.03.2025




..
Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries L

CEPTUDHKAT AHAJIH3A

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

| Analysis performed according ND: / Anasu3 nposesen no HJI; Jﬁ:ﬁiﬁMGﬁ%-(ﬂ-RU)-IQOZM

IponykT: Ketopon® Dxenpece (keropoaak) Tabiaerky, XHCneprapyemsie B mojocty pra, 10 mr i}
Market / Peraok :Russia / Poccus ——
Batch No / . Batch Quantity / 3600000 tab/

Cepus Ne 2PN O61eM cepHh " 3600000 126
Analytical Repourt No/ . 040002843425 Date of Analysis / . 11.03.2025
AHanurveckuit oTyer Ne JiaTa aHa/IH32

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa npon3soAcTBa Togen go

Mfg. License No./ X .
IIponseoacrBenHas : MNB/05/263 MA number: / ! JIH-N',(OO4669)-(PF‘

Homep PY RU)
Junensus No

Page 60f 9/ Crp. 6 w39

OaHOpoaHOCTD
IO3MPOBAHHBIX eXNHUIL

15.0 Tlokasarens npremneMoctn (4V)
JoikeH 6u1Th He Gonee 15,0.

2.3 Test / TloxazaTenn Results / PesyabraTnl Specification / Hopma
9 Residual solvents / OcraToyHble OPraHHYeCKHe pacCTBOPHTENH ol
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab. /
HsonpomnaHoa 07 mxr B TabneTke He 6osee 350 mxr B TabneTke.
10 | Microbiological purity*/ Mukpo6uoJsiornyeckas ynerora*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ofmiee uucio NA He 6oaee 10° KOE/T;
a3pO6HBIX MHKDO-
OpraHu3MOoB
" Total Combined Yeast and " not more than 10% CFU/g; /
mold count / obmee uncio NA He 6oiee 102 KOE/T;
IOPOXIKEBBIX U ILTECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T,
11 | Uniformity of dosage units / 3.5 Acceptance value (4¥) not more than

Remarks : The Product conforms to ND/

[Tpumeuanue: ITpogykr cooTBeTCTRYET TpebopanmamM HJ{

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotoeneno: Yogesh Chauhan | Tlpoeepero: Santosh Kumar | Omo6pexo: Menemxkep / PykoBoxuTens
v Maurya Amit Kumar L
A i & A
Reprint Date / hict Reprint Date / Reprint Date / '
Jlara: 11.03.2025 JlaTa: 11.03.2025 JHara: 11.03.2025

ang, fnglia




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratosies Ltd.
fation Unit-o

FOOITIO n

CEPTU®HUKAT AHAJTU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponyxt: Keroposn® Ixcnpecc (keToposnak) Tabireriy, AuCHeprapyeMbie B MONOCTH pra, 10 mr

Market / Prinok

:Russia / Poceusa

Batch No / ) Batch Quantity / 3600000 tab /

Cepna Ne Y el ObLeM cepHH * 3600000 Ta6

Analytical Repovrt No/ . 040002843425 Date of Analysis / . 11.03.2025

AHaguTHyecknif oTyeT No JlaTa aganausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTa npouzeoacTBa Topen go

Mfg. License No. /

IIponsBogcTBEHHAS : MNB/05/263 MA number: / $ JIXI-Ne(104669)-(PT-
Homep PY RU)

JIHUen3HA Ne

 Analysis performed according ND: / Ananus nponesien no HJI: JII-No(004669)-(PT-RU)-190224

Page70f9/Cip. 7n39

I}f Test / TlokazaTenb Results / Pe3yabTaThl Specification / Hopma
12 | Assay/KoanvyecTBeHHOE 9.9mg/9.9 mr From 90mg to 11.0 mg of
onpeaeienue (98.8 %) Ci5H13sNO3+C4H 1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 mr Cy5H13NO3*C4H; NO;
(xetoponaxka TpomeramuH) (ot 90,0 mo
110,0 % oT 3a4BJIEHHOr0 KOJUYECTBA) B
TabneTke.

13 | Butylhydroxyanisole
content / ConepxxaHue
GyTHJIrHApPOKCHAHH301a

0.0928 mg/tab /
0.0928 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B Tabnetke.

14 | Package description /
OnncaHue ymakoBKH

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 Trabnerok B
6mucrepe us ([TA/AJITID ¢
piraronoriotureneM/TIOBIT)
¢ousry // ([13/AJ1) donsru. Ilo
2 OiHuiepd BMECTE C JIMUIKUM-
BKJIaJBIIIIEM B naukKy
KapTOHHYO.

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. / ITo 10 Tabnetox B
6mmctepe u3 (TTA/ATITID ®
snaronornoruteneM/IIOBIT)  doxern //
(I12/ATT) donsru. ITo 1 win 2 6nuctepa
BMECTE C JIMCTKOM-BKJIaJGILIEM B MaykKy
KapTOHHYO.

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr coorBeTcTBYET TpebopaHmaM H/J

Conclusion : APPROVED /
Baxmwaenne: OJJOBPEHO

Jlara: 11.03.2025

JlaTa: 11.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosieHo: Yogesh Chauhan | IIpoeepeno: Santosh Kymar | Omobpeno: Menenxep / Pykosoauresnsb

W = Maurya & Amit Kumar 1
Reprint Date/ Reprint Date / Reprint Date / !

Hara: 11.03.2025




." or. Reddy's Lahoratories Lid
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Dr. Reddy s ‘.ﬁ ‘[J ‘i nrlt 1\.31!8171‘\lvln11 3

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
Ipoaykr: Keropon® xcnpecc (kKeToposak) TaGneTxkH, AMCIEprapyemMbie B NOJIOCTH PTA, | 10 mr_ -
Market / Poraok :Russia / Poceust il
Batch No/ k Batch Quantity / . 3600000 tab /
Cepus Ne o 2R O0neM cepin " 3600000 Tab
Analytical Report No/ .~ 040002843425 g Date of Analysis / . 11.03.2025
Ananurnuecknii oTuer Ne JlaTa aHa/IH32
Date of Manufacture / . 02/2025 Date of Expiry/ . 01/2027
Jara npousBoacTBa Toaex a0 en oo |
Mfg. License No. /
ITpou3BoACTBEHHAN : MNB/05/263 MA number: / : JHI-Ne(004669)-(PT- ‘
Homep PY RU) .
muen3zus Ne ( e
| Analysis performed according ND: / Ananns nposenen mo HJI: W—Nﬂ(ﬂﬂ%ﬁ‘)) fP!"—RU‘t-l 90224 |

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.

* [Ipk BLINYCKe JEKAPCTBEHHOr0 NPenapara KOHTPOIb Ka4ecTBa 110 Nokasatesio «Mukpobxonornyeckas
YMCTOTA» MPOBOANTCS ANA Kaxaoil 20-0it cepun, HIH A5 OHOK CEPHH B TO, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNMT paHbuie,

API name / Haumenosanne APC: s Ketorolac tromethamine / Keroposnaka TpoMCTaMHH
 INN/ MHH: Ketorolac / Keroponak

ﬁPl manufacturer batch number / ABRE008104

oMep cepun npomssoguTeas APC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHA MPOH3BOAHTE S FERAO00558

LJI®: ' = .=
| API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipounssopurens A®C, ctpana: II-p Pepnu'c JTabopatopuc JIta,., Maaus

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) /

HanmeHoOBaHRe, aqpec, THIeH3Hs IS I-p Pennw’c Jla6oparopuc JIta., Muaus, IlporssoacTeeHHOE
IIpousBoacTBeHHan niomaaka / Ilnomanka nozpasaenenue-6, Buwt. Kxons, Hanarapx Poyn, banau, luctpykr
'KOHTpo.IA KauecTsa / Ilnomaaka BuloycKa Conan, X.IT., 173205, Hunus (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Iprmeuanne: [Iponykr cooTBeTcTBYeT Tpeboanuam HJI Jakawuenne: OMOBPEHO

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

Ioprorosnero: Yogesh Chauhan | Ilpoepeno: Santosh Kumar | Onobpero: MeHemkep / PykoBoauTENE
5 Maurya @/ Amit Kumar L

Reprint Date / =l Reprint Date / Reprint Date / '

Jlara: 11.03.2025 Jlata: 11 03 2025 Jata- 11 03 20725




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

S
Dr.Reddy'’s ‘;’

CERTIFICATE OF ANALYSIS e
CEPTHOUKAT AHAJIVIIA ‘QWW drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMponyxr: _Eg'mpon“’ dxenpece (KeTOpoIaK) TabieTKy, JHCHEPrApYeMbie B OJOCTA pra, 10mMr a3
Market / Prinox :Russia / Poccus - | e
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne JR R, O61beM cepHH " 3600000 Tab
Analytical Repo:‘t No/ - 040002843425 Date of Analysis / . 11.03.2025
AHaanTHYecKHH oTueT Ne JlaTa aHaJIM3a
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
Jara npon3BoaCTBa T'open no
Mfg. License No. / j -
TIpon3BoAcTBeHHAS : MNB/05/263 - L Dby g JULN2(004669)-(PT~
Homep PY RU)

Junensua Ne - s
Analysis performed according ND: / Ananus nposeges no HJL: JITI-Ne(004669)-(PI'-RU)-190224 |

L
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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».

3aKiII09eHHe 0 COOTBETCTBHH: «HaCTOAIIMM s MOATBEPXIAID, YTO IpHBEICHHAsA BhIIE HHPOPMALUS ABIISETCS
JOCTOBEPHOM H TOUHOM. DTa cepHs MPOMYKUMH NMPOM3BEACHA (BIUIIOYAS YMAKOBKY (MapKHpPOBKY) H KOHTPOID
KagecTBa) Ha BHINEYKA3aHHOM IPOM3BOACTBEHHON IUTOIManKe (IUIOMAgKaX) B IIOJHOM COOTBEICTBHH C
Tpe6boBannamu [IpaBun Bamrexanedf MPOH3BOJACTBEHHON NPAaKTHKHA EBpasHHCKOr0 3KOHOMHYECKOTO €OrO3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeGoBaHUIMH KOHTPOJIA KAYECTBA JIEKAPCTBEHHEIX CPENCTB,
a TaKXe B COOTBETCTBHH CO CIEIM(PHKALMIMH, COAEPKAIUMHUCA B PETHCTPAIIHOHHOM JOChE CTPAaHBI-UMIIOpPTEpa.
3anHCH IO IPOH3ROJICTRY, YIAKOBKE H aHATH3Y IPOBEPEHDL, H YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHUAM IIpaBuit
HazIeXxalei mpor3BOACTBEHHOHR NIPAaKTUKK EBPa3sHHACKOro SKOHOMHYECKOTO COI0O3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipymeuanue: [ponykr cooTsercTByeT TpeGoBanuam HJJ Zaxmnouyenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Yogesh Chauhan | IIposepeno: Santosh Kumar | Onobpero: Menemkep / PyxoBoguTesib
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