Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpece (keTopoiiak) TabjieTky, AHCHeprupyemsie B noJocTh pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepnsi Ne - V2500145 O06bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002807077 Date of Analysis / . 07.02.2025

AHanurH4decKHi oTyet No JlaTa apanusza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

JlaTta npomsBoacTBa I'ogen no

Mfg. License No. / . . :

IIpousBoacTBeHHaS : MNB/05/263 MA number: / g JIIL-Ne(004669)-(PT-
Homep PY RU)

JHNeH3us Ne

Analysis performed according ND:

/ Auann3s nposeaen no H/L: JITI-Ne(004669)-(PI'-RU)-190224

Page1of9/Crp.1 u39

No . .
No Test / MokazaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "J"" debossed on one side. / Kpyrisie
side. / Kpyrable niockue MIOCKHE TabneTkH ¢ (ackoif, cBeTno-
TabneTku ¢ packoii, cBeTIIO- KEeJITOrO0 ILBeTa C IPaBMPOBKOH «I» Ha
JKENTOrO LBETA C IPaBUPOBKOM OHOH CTOPOHE.
«1» Ha OJHOH CTOpOHE.
2 Identification / Unenrndnkauis

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-crekTpel MOMJIOLLIEHHA
HCIIBITYEMOrO pactBOpa M pacTBoOpa
CTaHAapTHOrO  ofpaslia  KeTopoJiaka
TpOMEeTaMuHa JIOJKHBL HMETh
MaKCHUMYMbI NpU OJHOM U TOH Xe IIUHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYET TpebOoBaHMUAM HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Rama kant

g

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosonuress
Pavan Kumar Sharma ;

e

=

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jata: 07.02.2025

Reprint Date /
Hara: 07.02.2025
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Drenpece (keroposiak) TaGieTKH, AHCHeprHpyemble B 11010¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / . 3600000 tab /

Cepus Ne B V2500145 Oo6bemM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002807077 Date of Analysis / . 07.02.2025

AHajnuTHYeckHi oTueT No Jara anannza

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

Jara npousBoacrsa T'onen g0

Mfg. License No. / . .

Ipoussoacreennas : MNB/05/263 MA number: / . JI-N2(004669)-(PT-
Homep PY RU)

Juanensus Ne

Analysis performed according ND: / Anaans nposexen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Crp.2 139

No

N Test / [Toka3zaTenn Results / PesynsTars! 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). / Bpemsi ynepXUBaHUA
OCHOBHOrO TMHK4d Ha Xpomarorpamme
UCTILITYEMOTO pacTtBopa JIOJKHO
COOTBETCTBOBATH BPEMEHH YASPKUBaHUS
OCHOBHOIO TNMKa Ha XpomaTorpamme
pacTtBopa CTaHAApPTHOTO obpasua
KeToponaka  TpoMmeTaMHHa  (pasnen
«KOJIHYeCTBEHHOE OMpPENeeHIEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr cootBeTcTByeT Tpebosannsam HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Rama kant [posepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykgeoaurens

N } @ oﬁ/ Pavan Kumar Sharma f‘l;___///}rﬂ/

Reprint Date / ( Reprint Date / Reprint Date /
Hara: 07.02.2025 Jara: 07.02.2025 Hata: 07.02.2025

Reglstered Givige: 8-0-337, Road Ko, 2, Banjara Hills, Hyders Bad - D034, Telangana, indla
Tel #9140 4900 2600, Fax +91 40 4800 2898, Frmai, maiii@drreddys,com
Cliv, LER195APL LCO04507
wivw. drreddys,com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

IIpoayxt: Keropon® Dkcnpece (keTopoaax) TabJeTKH, AHCHePrupyeMble B M0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne i V2500145 O6beMm cepun " 3600000 Tab

Analytical Repourt No/ . 040002807077 Date of Analysis / . 07.02.2025

AHanuTnueckuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

JaTa npon3BoacTea I'ogen xo

Mfg. License No. / . .

IMpouspoacTBennas : MNB/05/263 MA number: / : JIII-Ne(004669)~(PT -
Homep PY RU)

Januen3us Ne

Anmalysis performed according ND: / Anann3s nposenen mo H/: JITI-Ne(004669)-(PI-RU)-190224

Page30f9/Crp.3 u39

1;.00 Test / Iloka3aTe/b Results / PesynabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymunzudporxcuanuzon 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
YAEP>KUBaHHUA MHUKOB
2-0yTUATHAPOKCUAHU30]1a 1
3-0yTHITHAPOKCHAHU30T1a Ha
XpoMaTorpaMMe HCIbITYeEMOI0 pacTBopa
JOJDKHBI  COOTBETCTBOBAaTb  BPEMEHAM
YAEp>KUBaHUs MHKOB
2-0yTHATHAPOKCHAHU30MA 51
3-0yTUNrMIPOKCHAaHU30I1a Ha

XpOMaTOrpaMMe pacTBOpa CTAaHIAPTHOTO
obpasua OyrunruapoxcuaHusona (pasaen
«CogepxaHue
OyTUNrHIPOKCHAHU30TIAY).

Remarks : The Product conforms to ND/
ITpumeyanue: IlponykT coorseTcTByeT Tpebopanusm HJI

3aka

Conclusion : APPROVED /

wyenne: OJIOBPEHO

Prepared by /

IMToarorosne”o: Rama kant

Checked by /
IIpoeepeno: Pardeep Kumar

QI,,'—« Pavan Kumar Sharma

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pqu}nﬁomrrenb

—

—

-

Reprint Date /
Hara: 07.02.2025

e

Reprint Date /
JHara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

wavwdireddys.com

L B000346, Teiangang, Indiz

el reddviionn

—
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Dr.Reddy’s Q,‘.’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xenpece (keroposak) TabaeTkn, AHCIeprHpyeMble B M0J0CTH pra, 10 Mr

Market / PoiHok :Russia / Poccust

Batch No / - V2500145 Batch Quantity / ; 3600000 tab /
| Cepusa Ne Oobem cepHH 3600000 Tabd

Analytical Repo:‘t No/ . 040002807077 Date of Analysis / . 07.02.2025

AHanuTHgeckHii oTueT No JlaTa anannza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTBa I'open o

Mfg. License No. / _ MA number: /  JIMI-Ne(004669)~(PT -

IIpousBoacTBeHHAs! : MNB/05/263 :

Homep PY RU)
anuensust Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Cip. 4 u3 9

1;,? Test / [loka3aTenb Results / Pe3yabTarst Specification / Hopma
3 Average weight / Cpennas 69.2 mg / 69.2 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca . Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHOPOAHOCTb MACChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — He Oonee =+ 10 %,;
2/20 tabnetok — He Gonee = 20 %o.
4 Disintegration time / 00 min 29sec / 00 MuH 29 cek Not more than 3 min. / He 6onee 3 Mun.
PacnapaemocTsb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. C15sH13NO3*C4H | INO3 (ketorolac
Unit-2 / Ta6n-2 103 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 103% | 75% Q Ci5H13NO3*C4H | 1NO3
. (xkeToponaka TpoMeTaMHUH) yepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 103 %

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykr cooTBeTcTBYET TpebosanuaM HJT

Conclusion ;: APPROVED /
3axkmwouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Rama kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pﬂcogonmerrb
Pavan Kumar Sharma A e
U_,g: O\C/,PL & \:/
Reprint Date / \ Reprint Date / Reprint Date /
Hata: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipogyxr: Ketopoa® Ixenpece (keroposiak) TabieTku, AncCneprupyemsle B noJ1ocTH pra, 10 mr

Market / Poinox :Russia / Poccust
Batch No / < Batch Quantity / 3600000 tab /
Cepus Ne § V2500145 Ob6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002807077 Date of Analysis / . 07.02.2025
AHanuTHYeCKHH oTueT No JlaTa anajaunza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jara npon3poacTea T'oneH g0
Mfg. License No. / ‘ MA number: /  JITI-Ne(004669)-(PT-
IIpoussoacreennas : MNB/05/263 -

Homep PY RU)
JauneHsns Ne

Analysis performed according ND: / Anaim3s nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 5 of 9/ C1p. S w39

NNOO Test / IlokasaTean Results / PesyabTatsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / Obpa3yercs
OlHOpOJiHAs CYCNEH3Hs, TNPOXOIsiuias
CKBO3b CHTO C Pa3MEpOM OTBEPCTHIA
710 MKM.
7 Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
l-ruapoxcuHananor
KeTopoJaKa

Below LOQ (LOQ = 0.0032 %) /
Hue npeaena KONMYECTBEHHOTO
onpeaencuus (ITKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-keToaHaIOI KETOpOJIaKa

0.03%

not more than 0.8 %; / ne Gonee 0,8 %;

unidentified impurity /
eMHUYHAS
HeuIeHTHUIMpOBaHHAs
npuMech

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

total impurities /
CyMMa Ipumecei

0.0492%

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

8 Water content /
Conepxxkanue BoAbI

24 %

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

Remarks : The Product conforms to ND/
[Mpumeuanue: ITponykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by /
IMoarorosneno: Rama kant

et

el al

ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoaureib

Pavan Kumar Sharma 22/1_:_'/

Reprint Date / -\
Hara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUO®PUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopoa® Jkenpecc (keToposak) TabJaeTkH, AHcneprupyeMele B mos0cTa pra, 10 mr

Market / Poinok : Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2500145 O6bem cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002807077 Date of Analysis / . 07.02.2025
ARanuTH4YecKHii oTuer Ne Jata ananuza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jara npon3BoacrBa T'omen 1o
Mfg. License No. / _ MA number: / . JITI-Ne(004669)-(PT -
IIponssoacrBeHHast : MNB/05/263 §

Homep PY RU)
JuueH3ns Ne

Analysis performed according ND: / Anann3s nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

NNoo Test / [TokasaTesnb Results / PesynbTatsl Specification / Hopma
9 Residual solvents / OcTaToyHble opraHudecKHe pacTBOPUTEH
Isopropyl alcohol / 3 pg/tab / Not more than 350 pg/tab. /
HzomnponaHon 3 MKr B TabJsieTke He 6oaee 350 Mkr B TabeTke.

10 | Microbiological purity*/ Mukpo6uosornyeckas yucrora*

Total Aerobic Microbial
Count / obuiee yucio

not more than 103 CFU/g: /
He H6onee 10° KOE/r;

OnaHopoaHoCTb
OO03NPOBAHHBIX eANHHIL

NA
a3pO0OHBIX MUKPO-
OpPraHu3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / obiiee yucno NA He Gosee 10% KOE/T;
IPOXCOKEBBIX U MIECHEBBIX
TpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 4.7 Acceptance value (4V) not more than

15.0 Tlokasarens npuemmneMoctu (A1)
noJpkeH ObITE He Gonee 15,0.

Remarks : The Product conforms to ND/

ITpumeyanue: [IponykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Rama kant

ol

Checked by /
IIposepeno: Pardeep Kumar

n

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykasoureis
Pavan Kumar Sharma %

e

Reprint Date / v
Hara: 07.02.2025

Reprint Date /
JaTa: 07.02.2025

Reprint Date /
Hara: 07.02.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixenpece (keropoiak) tabiieTkn, AMcHeprapyemblie B NoaocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2500145 Batch Quantity / 3600000 tab /
| Cepun Ne ' O61eM cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002807077 Date of Analysis / . 07.02.2025

AHanuTu4eckHii oTuer Ne JlaTa aHaIH3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026

JlaTa npoH3BoACTBA T'omen mo

Mie. License No. / _ MA number: / . JI-Ne(004669)~(PT-

IIpousBoacTBeHHAN : MNB/05/263 :

Homep PY RU)
Junenzus Ne

Analysis performed according ND: / Anaans nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f 9/ Ctp. 7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
omucrepe u3z  (ITA/AJVIID ¢
Biaronornorurenem/I19BIT)
donsru // (IT3/AJ) donsru. o
2 6nucTepa BMECTE C JIHCTKOM-
BKJIa[bIIIEM B na4yKy
KapTOHHYIO.

ioo Test / [loka3zatenn Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.8mg/9.8 Mr From 9.0 mg to 11.0 mg of
onpejesieHye (98.2 %) C5sH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 mr C1sH13NO;*C4H 1 1NOs
(ketoponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3as%BJCHHOrO KOJIMYCCTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanue 0.0915 mr B Tabierke He menee 0,042 mr B TabneTtke.
OyTHJIrMAPOKCHAHM30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabaeTok B
onvcrepe u3 (TTA/ATI/IID c
sraronornotuteneM/[19BI1)  doasru //
(IT3/AJ1) doneru. ITo 1 unu 2 6auctepa
BMECTE C JIMCTKOM-BKJIafbIlIEM B TIAUKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmogenune: OJJOBPEHO

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

IToaroroeneno: Rama kant [Mpoeepeno: Pardeep Kumar | Omo6peno: Menenxep / Pykosoauresib
m E}'ﬂ:/_ [‘}7 Pavan Kumar Sharma e ——

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 Jara: 07.02.2025

Ropistered Office: 8-2

AAGE 3800, Fax, +91 410 428

2-337, Read Ne. 2, Banjara Hilis

Clid: LBGISSARL D

Wwivw.arreddys,conm

Hyderabad

SGU0EA, Telangang, indin




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxenpece (keTopoak) Tabaerky, IHcOeprupyemsole B 0JOCTH pTa, 10 mr
Market / Prisok :Russia / Poccus
Batch No / . V2500145 Batch Quantity / : 3600000 tab /
Cepusi Ne O6beM cepHH 3600000 Tab
Analytical Report No/ . 040002807077 Date of Analysis / . 07.02.2025
AHaJHTHYeCKHIT oTueT No JlaTa anajanza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jara npoun3BoacTBa T'ogen go
M{e. License No. / _ MA number: / . JIO-Ne(004669)~(PT -
IIpouseoacrBenHas : MNB/05/263 :
Homep PY RU)
JIHNeH3us No
Analysis performed according ND: / Anaan3 nposener mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 uz 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.

* TIpu BhINyCKe JleKapCTBEHHOTO Npenapara KOHTPOJIb Ka4yecTBa [0 nokasaTento «MukpobHosorudeckas
YHCTOTA» NPOBOAUTCS AJIs Kaxaoii 20-0ii cepun, MM 17151 OAHO# CepHH B oA, B 3aBUCHMOCTH OT TOI'0, YTO
HACTYNUT paHbllle.

API name / Haumenoanue AQC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRE007648

Howmep cepnu npouspoaurtens APC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTAaHIHH IPOH3BOAMTEJIA FERA00488

I'J1d:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ponzeoauTtens APC, crpana: J-p Pennu'c Jlaboparopuc Jlta., Unausa

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, ajipec, JHLIEH3HS IS H-p Pennu’c Jlabopatopuc Jlta., Unaus, IlpousBoacTBeHHOE
IIpouszBoacTBeHHasn miomaaka / [Lnomaaka noapasnenedne-6, Bumn. Kxons, Hanarapx Poyn, bagnu, TucTpuxr
KOHTpo.Jg KayecTsa / Ilnomagka BeIycKa Conan, X.I1., 173205, Munus (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 /
ITpumeuanue: Ilpoaykr cooteeTcTBYeT Tpeboanuam HJI 3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant IMposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurens

Pavan Kumar Sharma

ot ol - =

Reprint Date / \ Reprint Date / Reprint Date /
Hata: 07.02.2025 JlaTa: 07.02.2025 Hara: 07.02.2025
Resistored Office: 8-2-227, Read No. 3, Banjarn Hills, Hyderabnd - 300034, Telangana

Tel;+9140 &9080 2900, Fax 589, Email, mallgidree
CIN, L85195AP1234PLCONA50T

wwwdrredays.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keropouak) TabaeTku, AHCHeprEpyeMbie B N0J10CTH pTa, 10 mr
Market / Poinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2500145 O6Bem cepun " 3600000 Tab
Analytical Repo\rt No/ . 040002807077 Date of Analysis / . 07.02.2025
AHanuTHYIeCKHIT oTueT No Jata anannza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
Jara npoussoacTea I'onen xo
Mg, License No. / ' MA number: /  JIII-Ne(004669)-(PT -
IIpousBoacreennas : MNB/05/263 :
Homep PY RU)
aunenzust Ne
Analysis performed according ND: / Anauns npoeeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
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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».

3aKil0YeHHe 0 co0TBeTCTBHH: «HacTosmuM s moATBEPIKAAI0, YTO MPHBEICHHAS BBIIIEe HHQOPMAIIHS SBISACTCS
JOCTOBEPHON M TOYHOW. DTa cepHs MPOMYKIMH MPOW3BeJeHa (BKIOYAs YHAKOBKY (MapKHpOBKY) M KOHTpOJIb
Ka4yecTBa) Ha BBINIEYKa3aHHOW MPOW3BOJACTBEHHON miomaake (IUIolmaakax) B IOJNHOM COOTBETCTBUH C
TpeOoBanusamu llpaBun Haanexaliel MPOU3BOJACTBEHHOU MpakTUKU EBpasuilckoro 3KOHOMHYECKOro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUAMH KOHTPOJIS KAYECTBA JIEKAaPCTBEHHBIX CPEICTB,
a TaK)K€ B COOTBETCTBHH CO CIIEIIH(DHUKAITASIMHU, COAECPKAIUMHUCS B PETUCTPAIUOHHOM JIOCHE CTPAHBI-UMIIOPTEPA.
3amucy o MPOU3BOJICTBY, YIIAKOBKE H aHAIH3Y ITPOBEPEHBI, X YCTAaHOBJICHO X COOTBETCTBHE TpeboBaHUAM [IpaBun
HaJJIeKalel MPOU3BOJCTBEHHON IPAaKTUKH EBpa3uiicKoro 3KOHOMHYECKOTO COIO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorsercTByer Tpebosanusm HJI 3aknouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant IMposepeno: Pardeep Kumar | Opo6peno: Menemxkep / Pykosoanrens

M d/{j (\1’/’_ Pavan Kumar Sharma ~ |*

_ _ . \/

Reprint Date / \7 Reprint Date / Reprint Date / T
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025

2 8-3-337, Road Mol 3, Banjara Hills, Hydersiad - SQ0034, Telangana, Indiz
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