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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A
Product : Skorolox (Loxoprofen) tablets 60 mg
IIpoaykT: Croponokc (Jlokconpoden) Tabnetku, 60 mr

Market / PoiHok : Russia/ Poccus

Batch No/ ; Batch Quantity / ~2,60,000 tab /

Cepus Ne 5 V2302004 Pa3zmep cepun "~ 2,60,000 Tab

Analytical Repovrt No/ . 040003147119 Date of Analysis / 28.10.2025

AnaJHTHYeCKHH oTueT Ne JaTa anaau3a

Date of Manufacture / - 09/2025 Date of Expiry / . 08/2027

JaTa npoH3BoACTBa T'open oo

Mfg. License No. / A ber: /

Tlpou3BOACTBeHHAS : MNB/05/263 H e : JII-Ne(006440)-(PT-RU)
omep PY

annenzus Ne

Analysis perfo_rmed according ND / Anaiu3 II_[)OBeI[eH“ mo HJI: JITI-Ne(006440)-(PI'-RU)-261124

Page 1of 6/ Crp.1 n36

Ne | Test/ Iloka3arenn Result / PesyabTaThl Specification / Hopma

1 | Appearance/Onucanue Round white tablets scored on Round white to off-white tablets scored
one side and plain on the other on one side and plain on the other side. /
side. / Kpyrusle Tabnerku 6enoro | Kpyrnsie Tabnetku ot 6esoro 1o noqrH
LBETA, C PUCKOM Ha ONHOM Genoro 1BeTa, C PUCKOH Ha OJHOHU
CTOpPOHE M MIaAKHE C APYTroH CTOpOHE U [NIafIKKE C APYTOH CTOPOHBI.
CTOPOHBI.

2 Identification / UnenTuduxanus

2a | HPLC/BOXX The retention time of loxoprofen | The retention time of loxoprofen peak in
peak in the test solution |the test solution chromatogram shall
chromatogram corresponds to that | correspond to that in the standard solution
in the standard  solution |chromatogram (Assay test). / Bpems

chromatogram. / Bpems | yaeprcuBanus mHKa JiokcomnpodeHa Ha
YICPKHUBAHHUS MHKa | XpOMaTorpaMMe MCIBITYEMOro pacTBopa
nokconpodeHa Ha | AOJDKHO  COOTBETCTBOBATb  BPEMEHH

XpoMarorpamMme HCIIBITYEMOI'0 | YACP)XKHUBAHUS MHKAa Ha XpOMaTOrpamMme
pacTBOpa COOTBETCTBYET BpEMEHHU | CTAHAAPTHOI'O  pacTBOpa (I/ICHLITaHI/Ie

YACPMUBAHUA 1MKE Ha | «KOTMUYECTBEHHOE OIMPEACTEHUE ).
XpoMaTorpaMMe  CTaHAapPTHOIO
pacTBopa.
2b | UV spectrophotometry | UV absorption maximum of the | UV absorption maximum of the main
HPLC/DAD /| main peak in ‘the test solution | peak in the test solution chromatogram
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [ponykr coorsercrayer Tpedosaniaym HII 3akmouenne: OJJOPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroTosieno: [Tposepeno; Pravesh Mposepeno (AOK): Pavan |[person / Onobpeno: Obecneuenue
Yogesh Chauban Rana ( Kumar Sharma ka4ecTBa/OTBETCTBEHHOE IMLO: A
) 5
I f'l' & P il (D\ H
Date / ) Date / Date / Date / N d
—_ 1S
Hara: 28.10.2025 Jara: 28.10.2025 Jara: 28.10.2025 Hara: %"/‘ o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, india
Tel: 91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

\itl. Kho!, Nalagarh Road, Badd,
Disti. Solan, H.P., 173 205, INDIA
Tl - +91 58166 56001-02
www.drreddys.com

Product : Skorolox (Loxoprofen) tablets 60 mg
| Hponyxr: Cxoposokc (JlokconpodeH) Tabnerku, 60 mr:

Market / Puisok

: Russia / Poccus

Batch No /- Batch Quantity / 2,60,000 tab /

Cepus Ne A Pasmep cepuu 2,60,000 Tab

Analytncal Repoﬁ No/ 040003147119 Date of Analysis / 28.10.2025

AHajluTHYECKHH oTUYeT No Jarta anaiu3za

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara npounsBoicTea I'ogen go

Mfg. License No. / MA ber: /

IpoH3BOACTBEHHAN : MNB/05/263 H —— JIII-Ne(006440)-(PT-RU)
omep PY

JMueH3ua Ne

Analysis performed according ND / Ananuz nposeaen no H/I: JII-Ne(006440)-(PT-RU)-261124

Page2 of 6/ Crp.2 u3 6

Y ®-cnexmpoghomomempusn
BOXKX/ AMIT

chromatogram corresponds to that

in the standard  solution
chromatogram. / MakcuMym
TIOTJIOILICHUS Y®-cnektpa
OCHOBHOTO muKa Ha
XpoMaTorpaMmMe  HCIBITYEMOTO
pactBopa COOTBETCTBYET

MakCHMyMy moriomeHus Y-
CIIeKTpa OCHOBHOIO THKa Ha

shall correspond to that in the standard
solution chromatogram. /

Makcumym nornouiedus Y®-cnekrpa
OCHOBHOTO IMKa Ha XpomaTorpamme
HCIBITYEMOTO pacTBopa JIOJDKEH
COOTBETCTBOBATD MaKcCUMyMy
noryioueHus Y@-crekrpa OCHOBHOIO
MUKa HAa XPOMAaTOrpaMMe CTaHOAPTHOFO
pacTBopa.

XpoMarorpaMMme  CTaHJapTHOrO

pacTteopa.
3 Water / Boga | 4.7 % Not more than 8.0 % / He 6onee 8,0 %
4 | Dissolution / PactBopeHnue Unit-1/ Tab6xn.-1 92 % Not less than 75 % (Q) of loxoprofen

Unitn / Tabn.2 YA sodium in 30 min. /

0,
Unit-3 / Tabn. 3 96 % He menee 75 % (Q) nokconpodeHa
HaTpug depe3 30 MUH.

Unit-4 / Ta6n.-4 97 %

Unit-5 / Ta6n.-5 97 %

Unit-6 / Tabn.-6 95 %

Remarks : The Product confirms to ND/
Mpumeuyanmne: [poayxT cooreeTcTRYET TpeboBaHMAM HJT

Conclusion : APPROVED /
3aknwuenue;: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: [Tpoeepeno: Pravesh [Mposepeno (AOK): Pavan ||person/ Onobpeno: Obecrneuenue
Yogesh Chauhgn Rana Vi Kumar Sha|1-‘11,1:1 kauecTBa/OTBETCTBE}HOE HliLlDV
! d BN P

] = (i

{ : L
Date / Davtc / Date / Date / % —lo— W
Hara: 28.10.2025 Hara: 28.10.2025 Hara: 28.10.2025 Ilarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85155AP1334PLC004507
www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalazarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tol ;401 85166 5E001-02

www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Skorolox (Loxoprofen) tablets 60 mg
Ipoaykr: Cxoponoke (Jlokconpoden) tabnetku, 60 mr

| Market / PoInok

Russia / Poccust

BatchNo /- =7t - ; Batch Quantity /- - 2,60,000 tab /

Cepus Ne . i Laa Pa3mep cepun 2,60,000 Tab

Analytlcal Repovrt No/ 040003147119 Date of Analysis / 28.10.2025

AHauTHYecKHH oTueT Ne JaTa ananau3a

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara npon3BoACTBA T'ogen oo

Mfg. License No. / MA ber: /

Ipon3BoxcTBeHHAS MNB/05/263 H g JIII-Ne(006440)-(PT-RU)
omep PY

JHnes3us Ne

Analysis performed according ND / Anasms3 nposeaen mo HJI: JII-Ne(006440)-(PT-RU)-261124

Page3 of 6/ Crp.3 3 6

Yogesh Chauhan Rana

[IposepeHo: Pravesh

Kumar Sharma

5 Impuritie;s / Ilpumecn
) o ] Below LOQ (LOQ = 0.0502 %) /
Oxohexanoic acid impurity /| Hyxe npenena konmuecTsenHOro | Not more than 0.20%; / He Gonee
[Tpumecs OKCOrexcaHoras | onpenenenus (ITKO = 0.0502 %) | .20 %:
KHCIIOTa ’ ’
Below LOQ (LOQ = 0.0492 %) /
Any individual impurity / | H¥ke npenena Koiu4ecTBEHHOTO | Not more than 0.20 %; / He 6omnee
EAuHAuHas IPUMECh onpenenenus (IIKO = 0.0492 %) | 0.20 %,
] o ) Below LOQ / Hmwxke npenena
fliotal 1r£1pur1t1es CymMa | kommuectBenHoro OonpelcsieHna | Not more than 2.0 %. / He 6onee 2,0 %.
npumecei
6 | Uniformity of dosage units / According to the requirements.
OaHopoaHOCTH eAMHHIL 50 The Acceptance Value (AV) should be
J03MPOBAHHUS ) less than or equal to 15.0./
DB cooteTcTBUHU C TpeOOBAHMUAMH.
Ilokazarens MPHEMIIEMOCTH (AV)
IoJkeH ObITh He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: [Tpoayxt cooTsercTByeT TpedoBanisam HJT 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarororneHo: [Mposepeno (AOK): Pavan ||person / Omobpeno: Obecneyenue

kauecTBa/OTBETCTBEHHOE JTULO:

; I.) - y £ P : .'nlldl/f/ 3 V&

[ £ = I
Date / - Date / Date / Date / A — oS
JaTa: 28.10.2025 TlaTa: 28.10.2025 Hata: 28.10.2025 Jara: —2 —|o’

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangane, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel 1 +51 §8166 56001-07
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

[ Product : Skorolox (Loxoprofen) tablets 60 mg
Ipoaykr: Cxoponokc (Jlokconpoden) Tabaetkun, 60 mr

Market / PeiHox Russia / Poccus i

Batch No/ - =il Batch Quantity / *2,60,000 tab /

Cepusn Ne a0 2084 Pa3mep cepun 2,60,000 Tab

Analytical Repovrt No/ - 040003147119 Date of Analysis / 28.10.2025

AHanaTrYecKHil oTuyeT Ne JlaTa ananmn3a

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara nponsBoacrsa T'omen g0

Mfg. License No. / MA ber: /

IIpouzBoacTBeHHan : MNB/05/263 - T : JIII-Ne(006440)-(PT-RU)
omep PY

Junenzust Ne

Analysis performed according ND / Anaau3 nposeaen mo H/L: JITI-N2(006440)-(PT"-RU)-261124

Page4of 6/ Crp. 4 u36

b/ Microbiological purity / MukpoOHoJIOra4ecKas YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10* CFU/g. /
Count / OO6mee uucno Menee 10 KOE/r. He 6onee 10° KOE/T.
a’pOOHBIX MHKPOOPTraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10> CFU/g. /
moulds count / OGimee uucio Memnee 10 KOE/r. He 6onee 10? KOE/r.
OPOMCKEBBIX H  IUIECHEBBIX
rpubos
c) Escherichia Coli Absentin 1 g./ Shall be absent in 1 g. /
OtcytcrByer B 1T OtcyrcTBUe B 1 T.
8 Assay / Komn4ecTBeHHOE 98.0 % 90.0% to 110.0% of loxoprofen
ompeaeJieHHe sodium label claim. / Ot 90,0 % no
110,0 % oT HOMHHAJIBHOI'O
cozieprkaHus JIoKconpodeHa HATPHs.
9 | Package appearance / 10 tablets in a (OPA/AI/PVC) foil |10 tablets in a (OPA/AI/PVC) foil
Onncanue ynakoBKH /aluminum foil blister. /aluminum foil blister.
1 blister is placed in each carton |1 blister is placed in each carton together
together with the package insert. / | with the package insert. /
Ilo 10 Ttabnerok B Onuctep u3 [I[lo 10 Tabnerox B 6Giuctep
(OTTA/AJI/TIBX) (OITA/AJI/TIBX) ¢onsru/amoMHUHHEBOH
doneru/antoMuHHeBOM GOBIH. donwru.

Remarks : The Product confirms:to ND/

Ilpumedanue: IIponykT cooTBETCIBYET TpeOoBaHmam HJI

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TogrorosneHo: [Mposepeno: Pravesh [Tposepeno (AOK): Pavan  |[person / Ono6peno: Obecrneuenne
Yogesh Ch/a}lhan Rana Kumar Sham}a: — _ ||xauecTBa/OTBETC ¥ eHHOE JIHLO:

Y - = T\B 0y’

/ ya __.L,.-‘ . L

~—C I

Date / Date / Date / Date / A —~o~ 20075
Jara: 28.10.2025 Harta: 28.10.2025 Harta: 28.10.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilts, Hyderabad - 500034, Telangana, india
Tel: +971 40 4900 2900, fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507

www.crreddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

| Product : Skorolox (Loxoprofen) tablets 60 mg
| HpoayxT: Cxoposnokc (Jlokconpoden) TabaeTku, 60 mr 3 N
Market / Poinok : Russia/ Poccus
Batch No/ AT L e g daman Batch Quantity / - 2,60,000°tab/ - .
Cepus Ne 3 2008 Pasmep cepuu "~ 2,60,000 Tab
Analytical Repo“rt No/ . 040003147119 Date of Analysis / © 28.10.2025
AHanuTHYecKkH oTHeT Ne Jara anaaunsa
Date of Manufacture / 09/2025 Date of Expiry / 08/2027
Jara npon3BoacTBa T'omen no
Mfg. License No. / MA ber: /
IIpousBoACTBeHHAS : MNB/05/263 e umoer: . JII-Ne(006440)-(PT-RU)
omep PY
Junenzus Ne ]
Analysis performed according ND / Ananu3 nposeaen nmo HJ/I: JIII-Ne(006440)-(PT-RU)-261124 \

Page50f6/Crp.5mu3 6

U3 KapTOHa.

[lo 1 6nucrepy BMeCTe C IMCTKOM-
BKJIaJBIILIEM [OMELIAIOT B Ma4Ky

[To 1 OGawucrepy BMeECTE C JIMCTKOM-
BKJIQ/IBILIEM TMOMEILAIOT B IaYKy U3
KapTOHa.

API name (INN) / Hanmenosanue A®C (MHH):

Loxoprofen / Jlokcornpoden

API manufacturer batch number /
Homep cepuu nponspoguteasa ADC:

LSD-P/25002

FP Manufacturer API Batch number /
Homep cepuu cy6cTanunn npounspogurtes I'JId:

FESA00118

API Manufactured by & country /
IpoussoauTtenas ADPC, crpana:

Metrochem API Private Limited, India /
Metpokem AIIH Ipaiiset Jlumuren, Mugus -

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumMeHoBaHHe, agpec, JHIEH3HA XS
IIpousroacTBenHas miomaaka / Ilnomanka
KOHTpo.d KadecTBa / ILnomanka BbIMycKa

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

H-p Penmu’c JlaGoparopuc JIta., Unaus,
[MpounzeoacTBeHHOE noApazaeneHue-6, Buut. Kxos,
Hanarapx Poyn, banou, ucrpukt Conan, X.I1., 173205,
Nunus (munensus Ne 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 and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and

Remarks : The Product confirms to ND/
Ipumeuanune: Iponykr cooTBercTBYeT TpedoBaniM HI|

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroTosneno: INposepeno: Pravesh [posepeno (AOK): Pavan |[person/ Ono6peHo: ObecneueHue
Yogesh Chanhan Rana ; Kumar Sharma _ ||xauecTBa/OTBETCTREHHOE NULIO;

M ; ﬁ L ’ '

.':' / /’/ 4 - 'L"’f’
Date / Date / Date / Date /

2 b~ W

Hara: 28.10.2025 Jara: 28.10.2025 JHara: 28.10.2025 Hara: r/’ V)”‘

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
Tel: 491 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 §8166 56001-02
www.drreddys.com

Dr.Reddy’s ‘.‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

 Product : Skorolox (Loxoprofen) tablets 60 mg
| IIpoaykT: CKOpOJIOKC (Hoxconpoq)eﬂ) Tabnetky, 60 mr

Market / Poinok

Russia / Poccust -

Batch No / Batch Quantity / 2,60,000 tab /

Cepusa Ne RS Ly Pa3mep cepun 2,60,000 Tab

Analytical Repovrt No/ 040003147119 Date of Analysis / 28102025

Ananutnyecknii oTyer Ne JlaTta ananuza

Date of Manufacture / 09/2025 Date of Expiry / 08/2027

Jara npoussoacTrea T'onen g0

Mfg. License No. / MA ber: /

IpousBoacTBEHHAS MNB/05/263 N — JHI-Ne(006440)-(PT-RU)
omep PY

 JiuueH3Hsa Ne

Analysis performed according ND / Ananns nposenen no HJI: JITI-Ne(006440)-(PT'-RU)-261124

Page6of 6/ Ctp. 6 3 6
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established».
3akiouenne o coorBercTBHH: «HacTosuium s nmoarBepkzaro, UTO NpHBedeHHas Bble HHpopMaLuUs sBiseTCA
JIOCTOBEPHOM U TOYHOMN. DTa cepHsi NPOAYKLIMH NpOU3Be/ieHa (BKITIOYas YIIaKOBKY (MapKHPOBKY) U KOHTPOJIb KaueCcTBa)
Ha BbIILIEYKa3aHHOMN MPOW3BOACTBEHHOMH Mumonaake (TAOUIAKaX) B MOJHOM COOTBETCTBUH ¢ TpeOoBaHuAMMU [Ipapun
HaJyIexXalled MpOU3BOJCTBEHHOM MpPaKTHKH EBpasHMHCKOro 3KOHOMMYECKOro cOKH3a M TpeGOBaHUAMM KOHTPONA
KayeCcTBa JIEKApCTBEHHBIX CpPEACTB, a Takke B COOTBETCTBHH CO CrelUdHUKAIMIMH, COAEpXKAILMMHUCA B
PErMCTPALMOHHOM HOChE CTPaHBI-UMIOpTepa. 3amucH IO MPOU3BOACTBY, YNMAKOBKE M aHAJIH3Y MPOBEpEHBl, H
YCTAHOBJIEHO KX COOTBETCTBHME TpeGoBaHMAM I[IpaBWi Hajuiexallel NpOM3BOJCTBEHHOM mNpakTuku EBpasuiickoro
9KOHOMHYECKOT'O COF03a».

Remarks : The Product confirms.to ND/ Conclusion : APPROVED /
IMpumeuanwue: IlpoaykT cooTBeTcTBYET TpeboBaHUAM HJY 3aknryenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrorosneno: Ilpoeepeno: Pravesh [Mpoeepeno (AOK): Pavan ||person / OnobpeHo: Obecneuenue
Yogesh Chauhan Rana _ Kumar Sharma kasecTBa/OTBETCTERHHOE IO
‘If' /, l. P } ‘ “.r._'.;’ - "‘_J-—-
Date / Date / Date / Date / 5'% — v~ Lovf'
Jara: 28.10.2025 Tara: 28.10.2025 Jara: 28.10.2025 Iara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 4200 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




