Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Hpoayxr: Keropoa® Jkcnpece (ketopoaax) TabieTKH, AUCIeprEpYyeMbIe B MI0J10CTH pTa, 10 Mr

Market / Prinok

-Russia / Poccus

Batch No / ) Batch Quantity / 3500000 tab /

Cepus Ne B SN O6bem cepun " 3500000 Tab

Analytical Repovrt No/ - 890001775521 Date of Analysis / - 19.11.2024

AHannTH4YecKH oTueT Ne JaTa anaanza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

JlaTta npou3BoacTBa Toaen oo

Mifg. License No. / . :

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

Junensust No

Analysis performed according ND: / Anann3 nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Pagel of9/Cip.1 139

N 3 .
Noo Test / [okazaTeib Results / Pe3yabraThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one with "|" debossed on one side. / Kpyrasie
side. / Kpyrnsle ruiockue rockue Tabnetku ¢ (ackol, CBeTNo-
TabneTKkH ¢ packoii, cBETNIO- JKEJITOro I[BeTa C TPaBUPOBKOM «l» Ha
KEJITOTO LBETA C PaBUPOBKOil OJIHOU CTOPOHE.
«l» Ha ogHOi1 cTOpoHE.

2 Identification / UnenTudunkanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / V®-cnekTpsl MNOTJIOLUEHHUS
UCMBITYEMOrO  pacTBOpa M pacTsopa
cTaHgapTHOro  ofpasua  KeTopoJaka
TpOMeTaMHHa JOJDKHBI HMETH
MakKCHMyMBI TIPH OJHOH M TOIf ke JUIHHE
BOJIHBI (= 2 HM).

Remarks : The Product conforms to ND/

[Mpumeyanue: [Iponykt coorBeTcTpyeT TpeboBanusm HJI

Conclusion : APPROVED /
3akarwuenune: OJOBPEHO

Prepared by /
IMoxrorosnedo: Pravesh Rana ¢

Checked by /
IIporepeno: Santosh Kumar
Maurya 4

Approved by: Manager/Executive /
Onobpeno: Meneukep / Pykosoayresns
Pavan Kumar Sharma 2 e

Reprint Date /
Hara: 19.11.2024

Reprint Date / B

Jara: 19.11.2024

e

Reprint Date /
Jara: 19.11.2024




Dr-Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpece (keropoJak) TabjeTKH, AHCNEPTHPYeMble B 0J0CTH pTa, 10 mr

Market / Prinox :Russia / Poccus

Batch No / _ Batch Quantity / 3500000 tab /

Cepus Ne | NETE Oo0bem cepunt " 3500000 Tab

Analytical Repourt No/ . 890001775521 Date of Analysis / . 1911.2024

AHannTH4YecKHH oTyeT Ne JlaTa aHaan3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jata npon3BoAcTBa T'ogen oo

Mfg. License No. / ] :

IIpou3sBoAcTBEHHAsS - MNB/05/263 MA pumber: / : JILI-Ne(004669)-(PT -
Homep PY RU)

Junen3nst Ne

Analysis performed according ND:

/ Ananus nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 m39

No

Test / [loka3aTenanb
Ne

Results / PesyabTaTtsl

Specification / Hopma

Complies / CoOoTBETCTBYET

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 ynepKHBaHWs
OCHOBHOIO IHMK4 Ha XpoMmarorpamme
UCIILITYEMOTO pacTBOpa TOJIKHO
COOTBETCTBOBAaTb BPEMEHU YAEPKUBAHUS
OCHOBHOTO TNMKa Ha XpoMaTorpamme
pacteopa CTaHJapPTHOTO obpasua
KeTopoiaka  TpoMeTaMuHa  (pasnen
«KonuuecTBEHHOE OTpE/IENIEHHEY).

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

ITpumeuanue: [TpoaykT cooTBeTCTRYeT TpeboBaHusiM HJL 3aximouenne: OJOBPEHO

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

IMonroroeneno: Pravesh Rana / IMposepeno: Santosh Kymar | Opobpeno: Menenxep / PyKOBo,r,{:-iTeﬂb
| Maurya A’ | Pavan Kumar Sharma =

Reprint Date / Reprint Date / Reprint Date /

Hara: 19.11.2024 JHara: 19.11.2024 Jara: 19.11.2024




Dr.Reddy’s €5¢

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

Vill. Khol, Malagarh Road, Baddi
Disti. Solan, H.P., 173 205, IDIA

CERTIFICATE OF ANALYSIS Tal: +91 98166 56001-02

CEPTUPHUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropon® Jkcnpece (keTopoak) Tab/IeTKH, AHCIIeprHpYeMble B 110JI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / - V2402375 Batch Quantity / ; 3500000 tab /

Cepus Ne O0bem cepun 3500000 Tab

Analytical Repourt No/ - 890001775521 Date of Analysis / - 19.11.2024

AHanuTudecknii oTyer No Jara aHaimsa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTa npoussoacTea Tonen go

Mfg. License No. / . .

IIpou3BoACTBEHHAS : MNB/05/263 Mt numbersy/ ; JII-Na(004669)-~(PT-
Homep PY RU)

JHueH3Hs Ne

Analysis performed according ND:

/ Auanns nposeaen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page30f9/Crp.3m39

No

Test / Iloka3arens
No

Results / Pe3yabTarnl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBeTcTBYET

The retention times of 2-
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
YIEPHKHUBAHUSA MTHKOB
2-0yTHIrHApPOKCHAHU30J1a u
3-0yTHITHAPOKCHAHU30JIa Ha

XpoMaTorpamme HCNBITYEMOI0 pacTBOpa
JOOJDKHbI  COOTBETCTBOBATH BPEMEHAM

yIepXKUBAHUS ITHKOB
2-0yTWITHAPOKCHAHU30/a "
3-0yTUITHIPOKCHAHU30IA Ha

XpOMaTorpaMMe pacTBOpa CTaHIAPTHOIO
obpasila OyTUNTHOPOKCHAHH30:1a (pa3aen
«CopepxaHnue

OYTHITHOPOKCHAHHU30TIa»).

Remarks : The Product conforms to

Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpedoBaHuAM HJI

ND/

Conclusion : APPROVED /
Zakmwuyenne: OJJOBPEHO

Jara: 19.11.2024

Hara: 19.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana / [Tposepeno: Santosh Kumar | Opo6peno: Menemxkep / Pymsogu’renh

Maurya ( Pavan Kumar Sharma Lj st et
Reprint Date / Reprint Date / Reprint Date /

Jlara: 19.11.2024

o Hille, Hy
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SAPIOQE4PLCO0AL0T




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

T’roduct :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Ketopon® Dxenpece (keTopoiak) TaGiaeTkH, ANcHeprapyemble B HoJocTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3500000 tab /
Cepust Ne - V2402375 O6beM cepun " 3500000 Tab
Analytical Repourt No/ - 890001775521 Date of Analysis / - 19112024
AHaAJIHTHYECKHH oTUeT N JlaTa aHAIH3A
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTta nponsBoacTea T'open no
Mg, Liconse No. | | MA number: /  JIIL-Ne(004669)-(PT-
IIponssoacreeHHas : MNB/05/263 :

Homep PY RU)
JMIen3na Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page40f9/Crp. 4139

ITpumeuanue: [IponykT cooTeeTcTBYeT TpeboBaHusM HJT

i.oo Test / [loka3aTennb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpeanss 70.5 mg / 70.5 Mr 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 %;
OQHOpPOAHOCTHL MaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He Oonee =+ 10 %;
2/20 tadnetok — He domnee = 20 %.
4 Disintegration time / 00 min 49 sec / 00 MuH 49 cek Not more than 3 min. / He 6onee 3 muH,
PacnagaemocTthb
5 Dissolution / PacTreopeniie Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. Cy5H13NO3C4H 1 NO3 (ketorolac
Unigey] laorz L0 tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100% | 75% Q CisHisNO3+C4H1iNO;3
. (keTopoiaka TpOMETaMHH) uepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 97 %
Unit-6 / Taba-6 97 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxaroyenune: ONOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Pravesh Rana// Ipoeepeno: Santosh K Opnobpeno: Meunemxep / Py hoao,mﬂenb

| Maurya %3‘}__ Pavan Kumar Sharma I
Reprint Date / Reprint Date / = Reprint Date / -
Hara: 19.11.2024 Jara: 19.11.2024 Jlara: 19.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Jkenpece (keroposak) Ta6aerkH, AHCHEPrEpyemMble B HOJ0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3500000 tab /

Cepnsa Ne - V2402375 O6bem cepun " 3500000 tab

Analytical Repovrt No / . 890001775521 Date of Analysis / . 19.11.2024

AHagutu4eckn oruer Ne JlaTa anannza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jdara npoH3BoACTBa T'onen no

Mifg. License No. / . .

ITponsBoacTBEHHAR : MNB/05/263 MA number: / y SRIE(QOG62) = (Rit
Homep PY RU)

JHeH3us Ne

Analysis performed according ND: / Auaans nposexen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Su39

JuncnepcHocTh

7
I\NOO Test / IlokasaTenb Results / PesynbTarsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pa3yercs

OJIHOpONHAsE CYCMEH3HUs, NpOXOoAsALas
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
I-runpokcuaHasor
KETOpoJIaKa

1-keto analog of ketorolac /
1-xeToaHanor KeTopoJiaka

unidentified impurity /
eIMHUYHAs
HEHACHTH(UIHPOBAHHAS
npuMech

Below LOD (LOD = 0.0010 %) /
Hinxe npeaeia obnapyxeus (110

=0.0010 %)

0.03%

0.04%

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

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

not more than 0.5 %; / He donee 0,5 %;

total impurities /
cymma npumecei

0.1%

not more than 1.0 %. / ne Gonee 1,0 %.

8 Water content /
CogaepxaHue BoOAbI

2.9 %

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

9 Residual solvents / OcTtaTouyHble OpraHnYecKHe pacCTBOPHTE/IH

Remarks : The Product conforms to ND/

IMpumeuanue: [TpogykT coorBeTcIByeT Tpeboanuam HJI

Conclusion : APPROVED /
Sakmarouenue: OJOBPEHO

Prepared by / /
[Moarotosneno: Pravesh Rana

Checked by /
[Mpoeepeno: Santosh Kumar
~~ | Maurya \

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykooanTers
Pavan Kumar Sharma

Cy——
§
T

Reprint Date /
Jara: 19.11.2024

Reprint Date /
Jara: 19.11.2024

Reprint Date /
Jara: 19.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ixcnpece (keropoaax) TabaeTku, AHCAEPrHpyemMble B MOJIOCTH pra, 10 Mr
Market / Poinok :Russia / Poccus

Batch No / Batch Quantity / 3500000 tab /

. ') .

Cepusn Ne 3 V2402375 O6bem cepun " 3500000 Tab
Analytical Repourt No/ - 890001775521 Date of Analysis / - 19.11.2024
AHannTH49ecKHHi oTuyeT No JaTa ananausza

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTta npoH3BOACTBA I'ooen xo

Mfg. License No. / . 3
IlpoussoacTBeHHas : MNB/05/263 MA number: / E JIIL-Ne(004669)-(PT -

Homep PY RU)

anuen3us Ne

Analysis performed according ND: / Ananus npoBegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Ctp. 6 u3 9

NN? Test / TlokasaTe/b Results / PesyabTaThl Specification / Hopma
Isopropyl alcohol / 7 pg/tab/ Not more than 350 pg/tab. / =
H3onponanon 7 MKr B TabieTke He 6osee 350 mkr B TabneTke.

10 | Microbiological purity*/ MukpoGuonornueckasi uucrora*

Total Aerobic Microbial Less than 10 CFU/g/ not more than 10° CFU/g; /

Count / ob11ee yncio Menee 10 KOE/r He 6onee 10° KOE/r;

a9pOOHBIX MUKPO-

OpraHH3MOB

Total Combined Yeast and Less than 10 CFU/g / not more than 10> CFU/g; /

mold count / ob1ee uucio Menee 10 KOE/r He 6osiee 10° KOE/r;

JPOAOKEBBIX M TIECHEBBIX

rpuboB

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcyrctByeTB 1 T OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / 6.0 Acceptance value (A7) not more than
OaHOPOAHOCTD 15.0 Tlokasatens npuemnemoctu (4V)
A03UPOBAHHBIX €IHHHI JoikeH ObITh He 6onee 15.0.

Remarks : The Product conforms to ND/
IIpnmeuanue: Ipoaykr cooTBeTcTBYeT TpeOoraHUsIM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jarta: 19.11.2024

JlaTta: 19.11.2024

Prepared by / /) Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana / [Mposepeno: Santosh Kumar | Onobpeno: MeHemkep / Pykosoautenb

/1/ Maurya {7 Pavan Kumar Sharma = __—
Reprint Date / Reprint Date / Reprint Date / =

Hara: 19.11.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dxcnpecc (KeTopo/ak) TabaeTkH, JucHeprupyemMbie B M0JI0CTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3500000 tab /

Cepusi Ne ? MDD O06bemM cepun " 3500000 Tab

Analytical Repo:‘t No/ - 890001775521 Date of Analysis / - 19.11.2024

AHaJIHTHYECKHI oTyeT Ne JlaTta ananusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jara npoun3BojcTBa I'onen o

Mfg. License No. / . .

IpousBoacrBeHHas : MNB/05/263 MAnumberE ; SIS OULG02) SYEls-
Homep PY RU)

JHneH3nst Ne

Analysis performed according ND: / Auaun3 nposeaes mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7u3 9

OnucaHne yNnaKkoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tadnetox B
6nucrepe u3z (ITA/AJUTID ¢
snaronoriotureneM/[19BIT)
donsru // (II3/AJI) doneru. Mo
2 OnmucTepa BMecTe C JINCTKOM-
BKJIaJIbIIIEM B nayKy
KapTOHHYIO.

i.oo Test / [loka3zaTennb Results / Pe3yabTaTthl Specification / Hopma
12 Assay / KonndecTBeHHOE 99mg/9.9 mr From 90mg to 11.0 mg of
onpeaejieHHE (98.8 %) Ci5sH13NO3*C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 MI C15H13NO3'C4H1 1NO3
(ketoponaka TpomeramuH) (oT 90,0 mo
110,0 % OT 3adBIEHHOTO KOIM4ECTBa) B
TabneTke.
13 Butylhydroxyanisole 0.0978 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0978 mr B Tabnetke He menee 0,042 mr B Tabnetke.
Oy TMJITMAPOKCHAHU30/12
14 | Package description / 10 tablets in a blister of | 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. / [To 10 TabneTtox B
onucrepe u3 (TTA/AJI/TID c
snaronorjotutenem/II3BIT) donbru //
(II3/AJ1) donbru. Ilo 1 wnm 2 Gnucrepa
BMECTE C JINCTKOM-BKJAIbIMIEM B MauyKy
KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
vvery 20 atches or one bateh per vear whichever is mors,

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykT cooTBeTgTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Pravesh Rana [Tposepero: Santosh Kumar | Ono6peno: Menemxkep / Pykosoajitens

-~ | Maurya (X Pavan Kumar Sharma Jo— —
Reprint Date / Reprint Date / Reprint Date / -
Hara: 19.11.2024 Jara: 19.11.2024 Hara: 19.11.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dir Reddy's Laboratories Ltd
Formutation Unit-6

Vill. Khol, Malagarh Road, Bacicij,
Distt. Salan, MR, 173 205,
Tet: 491 931 66 56001-02

INE A

CEPTUDPUKAT AHAJIM3A v drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa®™ Ikenpece (keTopoaak) TadjaeTkn, Aucneprupyemsie B M0J0CTH PTa, 10 mr
Market / PuiHoK :Russia / Poccus
Batch No / . Batch Quantity / 3500000 tab /
Cepua Ne g VgRes O06BeM cepin " 3500000 Tab
Analytical Repo:‘t No/ - 890001775521 Date of Analysis / . 19.11.2024
AHajuTHYeCKMii oT4eT No JlaTa aHaJIH3a
Da.te of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jlara nponzBoxcTea I"ogen g0
Mfg. License No. / . .
IIpon3BoaCTBEHHAS : MNB/05/263 el ot DUENR(0AG62) (=

Homep PY RU)

JHneH3us Ne
Analysis performed according ND: / Ananus nposeaen mo HJL: JII-No(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 8 m3 9

& Hp“ BbINIyCKe JIEKAPCTBEHHOIO Npenapata KOHTPOJAbL KayecTBa no noKasaTejan «Mmcpoﬁuonoruqecrcaﬂ
YHCTOTA» NPOBOAUTCSH AJIsI Kaxaoii 20-o# Ccepuu, UWIH aJs ogHoi CEpHMH B roj, B 3aBUCHMOCTH OT TOTO, 4qTO0

HACTYIHUT paHbLIE.

API name / HanmenoBanue A®C:

Ketorolac tromethamine / KeToposnaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

TJIP:

2
Howmep cepun npoussoautens APC: ABPH002429
FP Manufacturer API Batch number /
Homep cepuu cydcTAHINHH NPOH3BOAUTEIA FERA00519

API Manufactured by & country /
Ipouzsoanrennr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jlaboparopuc JIta., MHaus

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

HaumMenoBanue, agpec, JHIECH3IHS JJIA
Ilpoussoacreennas niomanka / Ilnomaaka
KoHTpos KadecTra / Ilnonmaaka BeIIyCKA

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

J-p Penmu’c JlaGoparopuc JIta., Unaums, IlpousBoacTBeHHOE
nozapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, banau, JIucTpukt
Conan, X.I1., 173205, Unaus (nuuensns nomep 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 s1te(s) in

full campllanee with the GMP regquiremuonty ol tw Butwsiug Bvunonny Union My, GOMIYTATURUOOS 5420

22 4t

Remarks : The Product conforms to ND/

Ipumenanue: IIpoaykr COOTBCTW‘ByeT Tpebopanmsam HJL

Conclusion : APPROVED /
Zakmouenue: ONOBPEHO

Prepared by /
ITonrorosneHo: Pravesh Rana

Maurya

Checked by /
IIpoBepeHo: Santfpﬁ Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Py mso,uninnb
Pavan Kumar Sharma

Reprint Date /
Jara: 19.11.2024

Reprint Date /
Jara: 19.11.2024

Reprint Date /
Jara: 19.11.2024

Ragisterad Office:

Tl +9

S g

Road Mo 3, Ba

1 A0 A900 2800

r“l’lll Hydarabad - 500024, Telangana, India
102929 Ermail mailidrreddys.com




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xcnpece (KeToposiak) TabaeTKH, JHCHEPrHpyeMble B OJI0CTH PTA, 10 mr |
| Market / Ppinok :Russia / Poccus
Batch No / . Batch Quantity / 3500000 tab /
Cepus Ne 1 NER0ao O6bem cepuu " 3500000 Tab
Analytical Repo:’t No/ - 890001775521 Date of Analysis / . 19.11.2024
AHannTHYecKHH oTueT Ne Jara apanusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTta npox3BOACTBA I'ogen oo
Mfg. License No. / . .
IIpon3BoacTBeHHasn . MNB/05/263 Ly : JII-Ne(004669)~(PT-
Homep PY RU)
JHnen3us Ne
Analysis performed according ND: / Ananns nposenes no H/I: JITI-No(004669)-(PT-RU)-190224

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
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKai0ueHHe 0 cooTBeTCTBHH: «HacTOAIMM s MOATBEPXKAALO, YTO IPUBENCHHAs BBIE HHPOPMALIMS ABISETCS
JIOCTOBEPHOM ¥ TOYHOH. DTa cepHsl NPOAYKUHMH MpOH3BeAcHa (BKJIIOYAs YMAKOBKY (MapKHPOBKY) M KOHTpOJIb
KauecTBa) HA BBIIEYKA3aHHOM NPOM3BOACTBEHHON IUTOIAnKe (IUIOIIAKAX) B TOMHOM COOTBETCTBHM C
TpeGoBanuaMH [IpaBiil HaJUIEKAINEH POM3BOACTBEHHON MpakTHKH EBpasuiickoro sKOHOMHYECKOro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsiops 2022) u TpedoBaHUAMHA KOHTPOJIS KAYECTBA JICKAPCTBCHHBIX CPECTB,
a TaKk’e B COOTBETCTBHMHU CO CIIEMUGHKAITUIMHE, COACPKAILIUMUCSA B PErHCTPAIIMOHHOM JI0Che CTpaHbI-UMIIOPTEpa.
3aIHCH N0 IPOH3BOJICTBY, yIAKOBKE U aHAIW3Y IIPOBEPEHEI, H YCTAHOBIEHO X COOTBETCTBAE TpeboBaHusM I1papun

HaJlJIeXKallel HpOH?:BOHCTBGHHOﬁ IIPpaKTUKHN EBpasnﬁcxoro 9KOHOMHUYCCKOI'O CO03a».

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTCEBYET Tpeboranuam HJJ

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pravesh Rana ITposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pyxoag’,ﬁmemz_

¢~ | Maurya \_u},l_ Pavan Kumar Sharma b il
Reprint Date / Reprint Date / Reprint Date / -
Hara: 19.11.2024 Hara: 19.11.2024 Hara: 19.11.2024




